TDH RESPONSE

to

Questions from April 2, 2015

CN1407-027 Implanted Pump Management &
CN1411-046 Pentec Health, Inc.




The Mission of the Tennessee Department of Health is to protect, promote, and improve the
health and prosperity of people in Tennessee. TDH's responses to questions posed by the Health
Service and Development Agency regarding the proposed institution of intrathecal pump
maintenance services by a home health agency follow.

Does the Tennessee Department of Health (TDH) have any way to determine the actual number
of intrathecal pumps in Tennessee? For example, is there any type of registry or does the Board
of Medical Examiners (BME) keep any type of information?

TDH Response: TDH is not currently able to determine the number of intrathecal pumps in
Tennessee. Neither TDH nor the BME maintains any such registry, and TDH is not aware that any
such registry exists in Tennessee.

Do physicians prescribing intrathecal pumps for pain management have to meet any additional
requirements beyond what a typical physician would have to meet? For example, would
physicians prescribing this type of care need specialty board certification such as interventional
pain management or would their offices be required to be certified as a pain clinic by the Board
of Medical Examiners?

TDH Response: The Tennessee Home Health Agency rules and regulations (HHA R&R) do not
mandate any such certification. The HHA R&R advise that ongoing educational programs be
planned and conducted to develop and improve the skills of personnel.

Insertion of an intrathecal pain pump constitutes interventional pain management under TCA
Section 63-6-244 and, as such, a physician engaging in this practice would have to be board
certified in one of a few specified areas or meet one of the other qualifications either in statute
(TCA Section 63-6-244) or rule (BME Rule 0880-02-.14(14)). Neither TDH nor the BME licenses
or credentials for these specified areas. As a result, the BME doesn’t have access to information
regarding the number of physicians qualified and engaging in this practice. Prescribing the drug
to be contained in the pump does not fall under the BME Rules (the usual rules relating to
prescribing would apply).

It is not clear that performing the actual refill also constitutes interventional pain management
(the definition in TCA 63-6-244(b) is broad, “...performing invasive procedures involving any
portion of the spine...”). The insertion of the needle into the catheter structure that has been
inserted directly into the spine may qualify as invasive despite the needle not being inserted
directly into the spine itself.

A. How often would a physician need to see a patient for an assessment before prescribing
refills for the pumps? If a physician is required to see the patient each time before prescribing
refills, is there any benefit to this home care model?



TDH Response: HHA R&R do not mandate a face-to-face visit with the physician. The HHA R&R
state the plan of care is to be reviewed every 62 days, and a written summary of the patient’s
status is provided to the physician every 62 days.

There is not a requirement in the BME Rules regarding how often the physician would need to
see the patient. Opioids cannot be dispensed in greater than a 30-day supply, although that
does not mean that practitioners must see the patient every 30 days. There are also BME Rules
0880-02-.14(6)(e) and (7) that require a physician to conduct a physical exam in order to
prescribe, particularly for controlled drugs. However, an exception exists in (7)(b) of that rule
for established patients.

B. Does TDH believe the need for this type of service is being met in the physician office setting?

TDH Response: TDH does not have direct knowledge or access to data to answer this question,
and is not currently aware of any lack of available services in this regard. A patient receiving
this service in a physician office setting is not homebound; initially, all patients initially receive
the implanted catheter in a physician’s office or surgical setting.

C. If a home option became available, would any physicians be expected to stop providing this
service in the office?

TDH Response: TDH does not have information or data that permits it to answer this question.
TDH and the BME believe that there is value in the physician seeing andexamining the patient
on a regular basis.

D. Who currently provides the refill in the physician office setting? Does the physician do it or a
physician extender or registered nurse? Are there any circumstances when someone less
credentialed than an RN could provide the refill (such as an assistant)? If someone other than
the physician is providing the refill, is direct oversight required?

TDH Response: Since neither TDH nor the BME licenses physician offices or credentials them to
engage in this practice, TDH cannot answer this question. It should be noted that TCA Section
63-7-126 only permits an Advanced Practice Nurse or a Physician’s Assistant to perform
interventional pain procedures under “direct supervision,” which means physically present in
the same building at the time of the procedure. However, there has not been a determination
regarding whether the refill is an interventional pain procedure itself or is instead a
maintenance procedure.

Can TDH provide any insight from its resources or those of its stakeholders relative to how
reimbursable costs of in-home intrathecal infusion pump services provided by the two
applicants might compare to the cost of providing the service to patients in the physician office
setting? If so, can the data be provided by the major CPT codes that apply to the service? See p.
140, Pentec application, for codes.



TDH Response: TDH does not have access to data by CPT code usage and is thus unable to
answer this question.

A. Have TDH'’s concerns about shipping directly to the applicant’s staff nurses been allayed [by
information in transcript and from applicants? If not, please confirm the federal or state
requirements that prohibit this type of activity.

TDH Response: The Tennessee Board of Pharmacy (BOP) is charged with enforcing federal and
state laws in this area. BOP staff have spoken with and received emails from the US Drug
Enforcement Agency (DEA) indicating that the delivery model does not meet federal
requirements, and even though it may be "overlooked" in some areas of the country, if a license
application is received the BOP will refer the matter to the Nashville office of DEA for
consideration and react accordingly.

B. Please identify the controlling state and federal requirements regarding controlled
substances.

TDH Response: US Code of Federal Regulations, Title 21, Chapter II, Part 1306. TCA Sections
39-17-402 (26), 53-10-104, 53-10-105, 53-10-108, 53-11-301, 53-11-302, 53-11-308, 53-11-401,
63-10-204 (12), 63-10-204 (13).

C. Please provide more details regarding state and federal compounding pharmacy
requirements. Given the recent concerns regarding the fungal meningitis outbreak due to
problems in out-of-state compounding pharmacies, how does the department regulate those
pharmacies going forward? Are there any special concerns related to the compounding of the
drugs that will be utilized in the implanted pumps? Will TDH approve dispensing by a pharmacy
to the applicant home health agency as originally described (direct to staff nurse for transport to
home health patient)?

TDH Response: Compounding for intrathecal use via implanted pumps has one of the highest
pharmaceutical delivery risk levels, and also contains some of the strongest pain medications
available. The BOP aggressively inspects sterile compounders located inside Tennessee at least
annually and has a process to allow immediate action should the pharmacy not meet the
guidelines of the BOP’s pharmacist investigators. TCA Section 63-10-216 requires out-of-state
compounders to be inspected by their home state’s agency within 12 months of the issue or
renewal of their Tennessee BOP License. TDH and the BOP have confidence in the BOP’s
inspection process for in-state compounders, but do not have the same level of comfort with
the inspection of out-of-state compounders by their home state agencies. The TDH response to
Question No. 5 A, above, addresses the last question in5 C, immediately above.

D. Are there drug safety concerns regarding the drugs being shipped to the nurse versus being
shipped to the home? Is the risk of the drugs being tainted or damaged in some way greater in
one scenario than the other? Are there time and/or temperature concerns?



TDH Response: Storage of controlled substances subjects the holder of drugs to risk of burglary,
robbery, and other crimes. Pharmacies with major security and advanced alarms are frequently
burglarized and robbed; TDH questions whether a nurse’s home could be adequately protected
so as to make controlled substance storage safe or secure. TDH additionally wonders how a
nurse would be able to defend him/herself against patient allegations of theft, tampering,
adulteration, or other damage. Regarding temperatures, drugs can be packaged and shipped
properly to withstand temperature fluctuations for a short time, but timely retrieval and proper
storage of drugs is necessary.

E. How can the receipt and proper use of opiates be monitored and regulated if these
applications are approved? How could opiate abuse (illegal use and distribution) by home health
personnel be avoided?

TDH Response: The HHA would be expected to have policies and procedures in place to address
these concerns. The HHA R&R direct a licensed HHA to have an appropriate and effective pain
management program to be in place. TDH has no other way to monitor and regulate the receipt
and proper use of opiates, and thus believes that there is currently no way to guarantee that
opiate abuse would not occur.

A. Could TDH survey states where this process is more common to determine what they have
learned about intrathecal pump infusion by a home care agency — for example, the pros and
cons of this type of service in the home setting. It would be helpful to learn about the
regulatory compliance for these applicants in other states (all states bordering Tennessee except
Arkansas; New York and lllinois).

TDH Response: The following states were reviewed: North Carolina, Virginia, Georgia, Alabama,
Mississippi, Missouri, New York, and lllinois. North Carolina and Virginia include intrathecal
pumps within the definition of infusion therapy. Each state has specific regulations guiding
infusion and intrathecal pump services provided by a home care agency. Alabama code does
not appear to address home health agencies. The remaining states do not have rules or
regulations in law regarding intrathecal pump services provided by home care agencies.
However, these states have rules and regulations in place for home health agencies that may be
applicable to intrathecal pump infusion provided by a home care agency.

a. Kentucky: http://chfs.ky.gov/os/oig/dhcfs.htm

It isn’t clear how Kentucky categorizes services in its home health facilities for
regulation; however, it appears unlikely that it singles out in-home intrathecal pumps
from other home health regulation.

b. Virginia: http://www.vdh.virginia.gov/OLC/laws/

Virginia regulates intrathecal services with other home health agency infusion therapy
services. Please see 12VAC5-381-350, Pharmacy Services, for specific information at the
above link.

¢. North Carolina: http://www.ncdhhs.gov/dhsr/testrules.htm




North Carolina regulates intrathecal services with other home health agency infusion
therapy services. Please see 10a NCAC 13j.1108 INFUSION NURSING SERVICES at the
above link for specific information.

d. Georgia: https://dch.georgia.gov/hfr-laws-regulations

Georgia does not appear to regulate intrathecal services separately from other home
health agency services.

e. Alabama: http://www.adph.org/HEALTHCAREFACILITIES/Default.asp?id=5344

Alabama does not have regulations for home health agencies.

f.  Mississippi: http://msdh.ms.gov/msdhsite/ static/30,0,83,60.html

Mississippi does not appear to regulate intrathecal services separately from other home
health agency services.

g. Missouri: http://health.mo.gov/safety/homecare/

Missouri does not appear to regulate intrathecal services separately from other home
health agency services.

h. New York: https://www.health.ny.gov/facilities/

New York does not appear to regulate intrathecal services separately from other home
health agency services.

i. Hlinois: http://www.idph.state.il.us/about/ohcr.htm

lllinois does not appear to regulate intrathecal services separately from other home
health agency services.

B. Is compliance information desired from these states on this particular type of service
provider?

TDH response: TDH believes this information might help inform the HSDA about specific
applicants.

7. The patient to nurse ratio of 40 to 1 seems unrealistic especially since both applicants sought to
cover a large geographic area such as Tennessee. Does TDH believe this is a realistic staffing
ratio given the nature of the services being proposed?

TDH Response: A concern clearly could arise in the instance of a patient emergency situation
and the ability of the nurse to make it to the patient’s home within a reasonable amount of
time.

8. If all the concerns regarding controlled substances were resolved, is this specialty type singular
home health service a better care model than one where an existing full-service agency would
contract with a specialty provider? In the former, the specialty provider would notify the
patient’s physician of any additional problems and assist in coordinating follow-up care under
physician’s orders with another separately licensed home health agency, as appropriate. In the



latter, a full service agency would contract with the specialty provider to provide the specialized
services while the full-service agency would oversee all the care provided.

TDH Response: A plus to the proposed specialty model could be having specialized staff
members concentrate on one area of service, contributing to better patient outcomes.

Should this application be approved?

TDH Response: TDH believes the response to this question is the HSDA'’s responsibility;
however, in particular, the responses to Question No. 5 show TDH’s level of concern regarding
the provision of this service.



State of Tennessee

Health Services and Development Agency

Andrew Jackson, 9" Floor, 502 Deaderick Street, Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364  Fax: 615-741-9884

DATE: June 10, 2015
TO: HSDA Members
I\
FROM: Melanie M. Hill, Executive Director
SUBJECT: CN1407-027, Implanted Pump Management, LLC & CN1411-046, Pentec Health, Inc.

Response to Agency Questions

On March 25, 2015, the HSDA heard the referenced applications and deferred both so additional
information could be obtained. Questions were submitted to both applicants and to the Department of
Health. The information below includes a summary of the applicant’s responses. Included for you review
is a transcript of the March 25, 2015 Agency meeting and each applicant’s response to the April 2, 2015
guestions. The Tennessee Department of Health’s response will be forwarded once it has been received.
Please refer to your copy of the original application (which can also be accessed from the agency’s
website at this link: http://tennessee.gov/hsda/committee packets/Marl5 packet.html). Pentec has
also submitted a response, dated 6/4/15, to IPM’s response to Question 13. It is attached directly
behind the 5/22/15 Pentec responses.

The table below provides a brief summary of the two projects.

Implanted Pump Management, CN1407-027, and Pentec, CN1411-046

Item IPM Pentec

Project Cost $13,038 $142,028 (100 k for contingency)

Skilled Nursing Services
-focuses on medication admin.
under physician orders

Refills for Intrathecal pumps only

Refills — Intrathecal Pumps and
Meds for Ig-G replacement
therapy (willing to exclude this
service) Sup 2 -pgs. 241,251,252

Target Patient Types

Chronic pain, CA pain, CP, MS

(YR 1=108 pain, 11 CP, 2 MS)
Sup 2-p221-224

Same as IPM
YR 1=17 in East; 14 in Middle
and 8 in West at year end

Est # IP Pumps in TN in CY2014
Projected # IP Patients (Year 1)

300 IP pumps
120 patients

1,976 IP pumps
20 IP patients (avg. per month)




Projected # Visits (Year 1)

1,440 visits (12 per patient = 1
visit every 30 days)

120 IP visits (6 per patient- 1 visit

every 60 days)
Note: Applicant estimates 1,020 IgG patients
in TN as of 12/2015

Compounding Rx Support

By contract- Intrathecal
Compounding Specialists (LA)
and Basic Home Infusion (NJ)

TN licensed since 2008 and 2009

Pentec owned/ closed
compounding pharmacy at
corporate office in Boothwyn,
PA.

TN licensed since 2004

Dispensing

Note: both proposals involve
compounding Rx prep, packaging
& shipping by pharmacies who
hold existing out of state TN
pharmacy licenses

Contract pharmacies (2
identified by applicant) ship to
RN or patient. Note: at March
HSDA meeting IPM owner
(Putrino) stated they would
change model to ship from
compounding pharmacy to
patient and would use an in-
state licensed compounding
pharmacy to comply with TDH
requirements

Sup 1-p113;5up3-p269
Transcript, p.16

Pentec’s wholly owned
pharmacy ships to RN. Note: at
March HSDA meeting, Pentec
Rep (Wynd) stated that Pentec’ s
IP med shipping model of its
licensed HHAs in 32 states
complies with state and federal
(DEA) requirements. Wynd
stated Pentec is confident in its
delivery system and most likely
would not entertain changing
the model for the proposed TN

service.
Sup1-p147,165; Sup2-p249
Transcript, page 97

Payment Source

Commercial, Private

Commercial, Private (includes
partial pay) sup 2, p245

20 of 39 commercial by year end
See app-p 81 and Sup2-p233 for
plans/charges

Medicare-TennCare — CMS
covers Rx & DME only and not
skilled nursing home health visits

IPM has no charity policy for
these recipients

Will cover recipients as partial
pay or charity.

Gross Operating Revenue
Average Gross Charge
Gross Operating Margin

$288k-$576k
$200 per visit
47% of gross rev

$305k-$854k
$2,517 per visit
14% of gross rev

Operations History

BHI has pharmacy license in 14
states (per Putrino at March
meeting)

IPM has HHA licensure pending
in FL, NJ, UT -No IP patients
served yet

TDH sum - BHI Pharmacy infractions in
several states

Pharmacy licensed in 50 states &
DC

HHA health licensure in 34 states
(sup 2, p255)

1,303 IP home patients in 2011
2,177 IP home patients in 2013
(At March HSDA meeting, Pentec
rep stated approx. 2,800 IP
patients were served in 2014)

TDH sum-Pharmacy infraction in Indiana




Support Letters

2 patients, 3 pump vendors, 2
physicians

I physician (5 or more initially identified
in application —p81 )

Staffing

Both provide 24 hour call center
support, secure web portals for
patients and physicians, etc.

1 RN to 40/50 patients (start
with 2 FTE)

180 mile radius

Mandatory nurse training

1 RN to 40 patients (start with
2.5 FTE)

Mandatory nurse training-ANC
certified. sup2-p254

Service Area (statewide)

Est 2.2 million TN residents with
chronic pain, 2,000 with CP,
7,200 with MS

95 counties
No existing HHA actively serving
IP patients

92 counties

Home Health Need formula

81,600 surplus statewide

80,773 surplus in 92 counties

The following questions were asked of each applicant. A brief summary of their responses follows.

1. Based on the information provided by the Tennessee Department of Health, it appears implantable
intrathecal pumps may not be safe. Please provide expert opinion on the safety and efficacy of the
pumps.

Pentec - provided opinion from Dr. Stanley Fisher, M.D, St Luke’s Neuroscience Institute, Kansas City (bio
was included). His comments address the inherent risk of intrathecal pumps (IP), the prevalence of use
since FDA approval in 1999 (approximately 80,000 pumps nationwide in 2014), and Pentec’s safely
protocols for IP medication refills (only in-home service to be provided).

IPM — provided opinion from two sources (a) David Caraway, MD, PhD, Medical Director Center
for Pain Relief, St. Mary’s Regional Medical Center, Huntington, WV, and (b) overview in
clinical/patient literature published by Medtronic (pump manufacturer) dated 4/1/08. Dr.
Caraway'’s letter highlights advantages of IP refills over oral meds for target patient populations
(MS, CP, Pain); need for continued oversight by physicians (he recently transferred IP refill
management of 200 plus patients to a home health agency. This pain management physician has
published reviews of numerous medical studies with colleagues. The Literature Review
(Intrathecal Drug Delivery for Chronic Pain Literature Review) defines the use of IPs, its benefits
in terms of effectiveness as treatment of last resort by physicians and risks such as
complications from wound infections.

2. Describe in detail the safety of refilling the pumps in the home versus a physician office. Who
refills the pump in the physician office setting......is it the physician or a nurse or someone else? If
someone other than the physician, detail the oversight provided by the physician.

Note: the responses for this item point out differences between settings. For example, various staff
in physician office can be assigned IP refills additional other patient responsibilities (RNs, LPN or
med assistants), or physiclans may decide to personally administer the refill. Pentec notes that
medical pump manufacturers may provide most of the ongoing education support. The key point
both make is that the home health agency is inherently the safer setting since they focus on in-home

IP refill management as a sole service and RN staff must complete specialized training.



3. Address the risks associated with accessing the spinal port in the home. Provide any statistics for
incidents, adverse events, or reported complications over the past 3 years and the outcomes. Both
applicants have noted having a national presence in the implanted pump market so additional
clarification regarding safety issues is needed.

Note: The responses point out the risks are the same in physician offices with some exceptions such as
better infection control in the home setting. Two key risks are described (subcutaneous infection & pump
programming errors. Pentec lists safeguards in place to minimize these). Pentec identifies several
statistics from its records. For example, it had two patient emergencies during the 3 year period ending
April 2015 (partial subcutaneous administration errors) on approximately 28,855 total IP refills during
the period (Note: based on information provided in the application and the March 2015 Agency meeting,
HSDA staff estimates that approximately 5,800 — 6,000 patients may have been served during this 28
month period)

IPM did not provide the same level of detail, but notes the home health agency error rate is less than
2% of total pump complications.

4. Describe when the procedure is clinically contraindicated (when a refill will not be performed).

Note: both applicants gave specific examples. IPM includes description of notification to physicians.
Examples of circumstances include inability to access pump reservoir, infection, fluid accumulation,
an inverted pump, or concerns with catheter tubing.
Describe in detail how the medications will be protected from theft, misuse, and/or abuse from
the time the nurse receives the medication until it is delivered to the home.

Note: both applicants addressed their medication dellvery systems during initial review of the
applications. Their responses to this question are consistent with those responses. During the March
Agency meeting, IPM agreed to change its shipping protocol to send implanted pump meds direct to
patient homes per TDH requirements (page 87 of lranscript) and to contract with a Tennessee
licensed compounding pharmacy whose preparation and distribution facility is physically located in
Tennessee (page 16 of transcript). Pentec notes that it shipped 6,581 implanted pump med packages
in 2014. Of these, there were only two circumstances where inaccuracies were noted. Key features
used to help control the process include custom designed scheduling systems, cross check of shipping
documents by pharmacists and staff nurses, inventory by staff nurse on delivery, and the use of lock
boxes and tamper proof caps. Additional detail - Pentec included copies of three existing corporate
policies & procedures used by its speciallty infusion and pharmacy divisions.

How will the proper use of opiates be monitored and regulated?

In addition to internal protocols by the applicants, IPM notes that Tennessee regulators could track
proper opiate use through existing controlled substance tracking systems and MD monitoring.

Have there ever been incidents of opiate abuse by employees of your company in
any of the other states in which you operate? If so, please describe in detail how
those were handled.



Note: both applicants responded to the question. IPM reported no violations or issues.
Pentec identified one instance of diversion by a nurse employee in 2009 and described
what was done to report the incident and develop & implement a plan of correction. Since
the incidence in 2009, Pentec notes it has performed 50,000 IP refills in six years with no
further diversions noted.

5. Emergency procedures were addressed in the applications, but more detail is requested. What are
the emergency procedures if there is an adverse reaction during the refill procedure? After the
procedure is complete and the nurse is still in the home? When nursing personnel are not in the
home? After the procedure, and nursing personnel have left the home?

Note: the additional detail requested was provided by Pentec (copies of 2 corporate policies and
physician responsibilities per patient plan of treatment per state law). Otherwise, both applicants
provided descriptions of actions staff nurses and patients should take when or if emergencies occur,
including notification to physician, the IPM or Pentec 24 hour on call center and calling 911.

6. The patient to nurse ratio of 40 to 1 seems unrealistic, especially since both applicants sought to
cover a large geographic area such as Tennessee. How many nurses would it take to provide
adequate coverage in Tennessee, and from where would you hire these skilled nurses?

Note: both applicants addressed this in the application and supplemental responses and have a
similar 40 to 1 staffing plan. IPM clarified that it would also staff on the basis of a 180-mile radius
from the IPM nurse to the patient. Pentec operates in-home skilled nursing IP refill service in
approximately 30 states and has experience with this type of staffing plan. Pentec identified state
requirements for home health organizations that may otherwise impact its staffing plan such as service
areas flimited to a 100 mile radius from applicant’s parent office (per Kansas and New Mexico
requirements). These restrictions are noted in the state-by state analysis Pentec provided on pages
125-132 for question 11 of the letter.

7. During the March 25, 2015 Agency meeting, Mr. Doug Wynd, Pentec National Sales Director of
Specialty Infusion, stated there were approximately 80,000 individuals with implanted intrathecal
pumps in the U.S, including 75,000 receiving ongoing care from their physicians and 5,000 receiving
care in their homes from licensed home health agency nursing staff under physician orders. Mr.
Wynd noted Pentec was serving approximately 2,800 of the 5,000 in the home setting (draft
transcript, pages 37 and 53). Due to the wide variation in estimates of implanted pumps in
Tennessee (IPM used 300 Medtronic implanted pumps while Pentec estimated approximately
1,730 total pumps) please clarify the difference in the two estimates, and document the basis for
the estimates.

Note: both applicants described how their estimates were derived and clarified remarks made at the
March 2015 Agency meeting. IPM notes that Medtronics sold 621 implanted pumps to facilities in
Tennessee in CY 14-15 (595 of the pumps were implanted). IPM also notes that there are another two
pump vendors in Tennessee with the result that the current number of pumps in the state could be at
least three times higher. Pentec bases its estimate using a population methodology. Specifically, it
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multiples Tennessee’s population rate (2.05% of US population) by 80,000 exiting implanted pumps in
use in the U.S. to arrive at a minimum of 1,640 implanted pumps in the state, increasing to 1,976 pumps
when laking Tennessee’s health status ranking into account (source of market data is from HMS Holding
Corporation).

Please identify the number and source(s) of patients that are presently being treated in a
physician's office in Tennessee. Are any physicians expected to stop providing this
service in the office if a home health option becomes available?

Note: both applicants appear to agree that 100% of implanted pump patients are being treated
in physician offices. Pentec’s experience is that approximately 10% of existing pump patients
could be referred for in-home treatment support.

8. Please provide testimony (in person or by letter) from physicians with practices in each Grand
Division of Tennessee (East, Middle, and West) who would support this specialty service in the
home, including the approximate numbers of patients needing this service. Provide sufficient
letters to support the service area requested.

Provide letters of support from patients in each Grand Division of Tennessee not being treated due
to not being able to travel to a physician’s office as well as from patients who would find this home
option more convenient. Provide sufficient letters to support the service area requested.

Note: both applicants provided letters from physician groups and some patients — there are few letters of
support as was the case during initial review of the application. One new development is that physician
practices have wider geographic service areas with patients from all parts of the state. To help
demonstrate this, the applicants used surveys to help identify caseloads of the physician practices. The
Pentec response also identified support by Comprehensive Pain Specialists, a physician practice that
treats patients through 28 office locations across the state.

9. How often does a physician have to see the patient before these medications can be refilled?

Note: both applicants state that the frequency in most cases is 30 — 60 days. However, they note that
frequency will vary as directed by physicians through physician treatment plans that must be updated
every 60 days in accordance with state regulations.

10. What is the current estimated cost and payor reimbursement by major CPT codes pertaining to
intrathecal implanted pump refill visits in physician offices in TN? How does this compare to your
cost and reimbursement?

IPM projects an average gross charge of $200/visit while Pentec identified $2,517/visit. Although
total gross revenue of both applicants is very close in Year 1 (approximately $300K), the difference
in projected patient visits results in a wide variance in the projected average gross charge. Please
identify the key components of your rate structure with related CPT codes used to bill for
implanted pump refills in physician offices, home health, and pharmacy settings. Note: For
purposes of comparison, it is suggested the key components of the proposed rate structure
identified in the Pentec application be used in the response for this question. Specifically, the rate
would include the charges by four basic categories - medications, supplies/materials, nursing time
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and a per diem that covers allocated corporate support costs, such as IT, billing, etc. (transcript,
Pentec presentation, page 54-55).

Note: there is really no new information provided by IPM — it continues to assert that its $200 rate is for
skilled nursing only because it subcontracts for pharmacy services. As a result, the additional detail in the
response by Pentec appears to provide further clarification of how its average gross charge was revised to
$2,471 per patient visit during HS5DA's completeness review of the application, inclusive of charges for
medications, nursing labor, supplies, and a per diem charge. Pentec notes that its rate structure has been
reviewed and accepted by the nine payers in Tennessee shown on the table in page 20 of the response.
OF interest, Pentec states that HCPS codes apply to infusion therapy pharmacy providers (including home
health agencies) in lieu of CPT codes that apply to physicians (HCPS = healthcare common procedure
coding system). This was confirmed through HSDA communications in April 2015 with Mr. Bill Noyes, Vice
President, National Home Infusion Association (NHIA). Mr. Noyes also provided insight on his
association’s development of legisiation to expand Medicare coverage of infusion therapy for patients in
their homes (the legislation was recently introduced in Congress under the Medicare Home Infusion Site
of Care Act of 2015). As part of the legislation, a study sponsored by NHIA (The Avalere Report) was used
to help identify the potential savings to the Medicare program. The report identified an estimated $80
million in savings to Medicare over a 10 year period from 2015-2025 if coverage for in-home care were to
be added to existing Medicare coverage of infusion therapy services in hospitals, hospital outpatient
departments, physician offices, and skilled nursing facilities. The legisiation and the report can be found
on NHIA's website at http://www.nhia.org

11. Provide comprehensive state regulations for each state in which you operate this type program.
How are these agencies regulated by each state, as home health agencies or pharmacies or as
some other type entity? Disclose and discuss any sanctions of existing licenses in other states in
which you operate this type program and provide evidence that your company is in good standing.

Note: Pentec provided a state-by-state analysis in a table on pages 125-132 of its response. IPM provided a
brief description of applicable requirements and a list showing home health and pharmacy licenses by state
currently held by IPM and Basic Home Infusion (BHI), a New Jersey Corporation related to the applicant
through ownership by Roy Putrino. With respect to home health licensure only, the list shows that IPM has
home health licenses in Florida, Utah, and Virginia while BHI holds licenses in Iflinois, North Carolina, and
Texas.

According to Pentec, it holds licenses classified as a home health agency in 10 states, under different licensure
classifications in five states (e.g. home nursing agency, home care agency), and provides in-home implanted
pump services in 14 states, where licensure at the entity or agency fevel is not required.

Have you ever been denied a certificate of need or a license (home health or pharmacy) in any
state? If so, please provide documentation such as staff reports, minutes, denial letters, and/or
transcripts.



Note: both applicants answered in the negative. IPM noted it received CON approval from Kentucky in
November 2014 to provide intrathecal infusion pump home management services as a "mobile health
service” in all but 4 counties of the state.

12. Did either applicant consider contracting with existing home health agencies to provide this
service? If not, please explain why. In a contractual situation, the services could be provided under
an existing agency’s license utilizing IPM or Pentec nurses to provide the service. Discuss the pros
and cons of this scenario and how reimbursement would differ.

Note: Of the two applicants, only Pentec appears to have serfously considered the advantages and
disadvantages of this scenario with highlights of same fully addressed on pages 24-26 of its response.
IPM identified major disadvantages associated with subcontracting with an existing licensed agency
stemming from patient safety concerns based on the specialized nature and scope of providing a skilled
nursing implanted pump management service in the home setting.

13. Should the Agency determine there is a need for this type specialty home health agency, would the
applicants be willing to consider approval for only half of the service area requested so that two
agencies would cover the state instead of just one? Would the project still be financially feasible if
only a portion of the service area were approved?

Note: both applicants are opposed to this scenario. IPM states this is an unsafe option due to Pentec’s
Yongoing FDA investigation that illustrates unsafe pharmacy conditions” (review of the FDA/DEA website
by HSDA staff on 6/1/2015 revealed that Pentec’s Boothwyn, PA compounding pharmacy had several
citations related to preparation of some renal products used by the company’s Renal Division. Please
note that Pentec has filed a separate response, dated 6/9/15, to this allegation. This investigation and
related actions to correct the situation were addressed in the application and by the Pentec
representative at the March 2015 HSDA meeting in Nashville).

Pentec opposes the scenario as a "geographic restriction” that would unnecessarily limit physician
referrals of patients who reside in wider geographic areas across Tennessee.

14. The final question is for Implanted Pump Management. In the application and during testimony on
March 25, 2015, Mr. Putrino indicated his infusion pharmacy company, Basic Home Infusion, had
licensed pharmacies in 14 states and that IPM would be operating home health agencies in three
states—Florida, Utah, and New Jersey. Mr. Putrino is quoted on page 16 of the attached transcript
as saying “This model has allowed us to grow to a national level via word of mouth, and it is our
desire to bring this model to Tennessee" and on page 95 as saying "Let's take this regional contract
and make it national.” Please explain these comments about going national with only three not yet
operational home health agencies. Is IPM or its sister infusion pharmacy company providing direct
hands-on skilled nursing services in other states directly to patients via contracts with individual
nurses or in some other manner?



Note: Mr. Putrino states that IPM was established with guidance from the Joint Commission to better
conform to each state’s nursing regulations and to streamline the process. Mr, Putrino also provides
some information that may help further appreciate some of the differences between IPM and BHI. A key
difference appears to be the scope of BHI coverage in the U.S. based on its licensure as a compounding
pharmacy to provide intrathecal therapy in 45 states in accordance with requirements set forth by each

state’s Board of Pharmacy.
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DR. FLEMING:
MR. AUSBROOKS
MS. BYRD: Ye
MR. AUSBROOKS
MR. JOHNSON:
MR. AUSBROOKS
MR. JOHNSON:

The certificate of need is
MR. WINICK:
much.
MR. JOHNSON:
We're about t
lengthy part of our agenda,
to take a ten-minute break
(Brief recess
9:45 a.m. to
MR. FARBER:

Management, LLC, Knoxville,

CN1407-027.

Yes.

5 Doolittle?
: Yes.

- Austin?

Yes.

: Fleming?
Yes.

: Byrd?

S.

: Johnson?
Yes.
: Ten "yes."
The motion passes.

approved.

Thank you very

Thank you.
0o get into a

and so we're going
before we do that.
taken from

10:05 a.m.
Implanted Pump

Knox County,

This application is for the
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establishment of a home care organization and
the initiation of home health services limited
to intrathecal pump services. The parent
office will be located at 200 Prosperity
Place, #102, Knoxville, Knox County. There
are no branch offices proposed for this
project. The service area includes all 95
counties in Tennessee. The estimated project
cost is $13,038.

This application is opposed by
National HealthCare Corporation. This
application was deferred from the December
2014 meeting. Mr. Mills is recusing on this
application.

Here on behalf of this
application are Melissa Hess and Rachel
Nelley.

The second application, in the
simultaneous review, is Pentec Health,
Incorporated, Nashville, Davidson County,
CN1411-046. This application is for the
establishment of a home care organization and
the initiation of home health services limited
to intrathecal pump infusion and IgG

replacement therapy services in all counties
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in Tennessee except Hancock, Perry, and Van
Buren Counties. The parent office will be
located in leased space at 424 Church Street,
Suite 2000, in Nashville. There are no branch
offices proposed for this project. The
estimated project cost is $142,028.

This application is also opposed
by National HealthCare Corporation, and
Mr. Mills will be recusing on this application
as well.

Here on behalf of Pentec Health
are Doug Wynd.

MR. JOHNSON: Okay. This is a
simultaneous review, which is different than
any that most of us have experienced. There's
been one since I've been on the Agency. And
maybe Mr. Gaither and Ms. Jordan have seen
more, but it's a bit unusual for us. So it's
going to be done a little differently. We'll
hear the application remarks, the opposition,
and then we will get into the member
discussion as we normally do as opposed to
doing it individually.

There is opposition for both --

I want to make sure that's correct -- right?
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(Opposition noted.)
MR. JOHNSON: All right. So

we've got that present. Then we'll go through

the process. So first [is] the support
presentation.

MS. HESS: Hello. My name is
Melissa Hess. I'm an RN and Director of
Nursing for Implanted Pump Management --

MR. JOHNSON: I think you need
to get the microphone maybe closer, so we
can --

MS. HESS: Closer? 1Is that
better, sir?

MR. JOHNSON: (Nods head.)

MS. HESS: I'm short. Thank

you. My name is Melissa Hess. I'm an RN and

Director of Nursing for Implanted Pump

Management. I have been working in the home

intrathecal management portion for nine years.

I actually have a passion for the therapy.

I've seen how the therapy can assist patients

getting to -- who are bed bound, writhing in
pain to this pump augmenting them and
assisting them to really working a

40-hour-a-week position. So it really is a
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great therapy that you can see tangible
results.

I want to explain a little bit
about the intrathecal pump therapy, if I can,
because I'm not quite sure what knowledge
level everyone does have of that today. The
intrathecal pump is used for two main reasons:
Chronic pain and chronic spasticity. So for
spasticity, you could look at diagnoses such
as cerebral palsy, traumatic brain injuries,
spinal cord injuries, and, in some cases, ALS,
and then you have a portion of the patient
population who suffer from chronic pain.

These are those individuals that
have had several surgeries, and the doctors
have said I can't do anything else to fix
this; there's nothing else I can do. And
these patients are still in an immense amount
of pain and it's affecting their quality of
life. They're on a plethora of oral
medications. They are unable to participate
in their everyday activities as they should be
able to. So that's another individual who
might benefit from one of these pumps. So you

look at chronic pain and spasticity as the two
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main indicators.

It's important to understand
that these pumps don't treat chronic pain and
spasticity. They don't look at the underlying
issue, but they treat the manifestations; the
pain and spasticity. And the goal would be
for the individuals to have a higher quality
of life, to get them maybe out of a wheelchair
into a stander, or it may be as simple as for
a caregiver to be able to dress them easier in
the morning.

So the spectrum of patients is
very large. You look at an individual who,
with a pump, can possibly work a full-time
position, or you have an individual who maybe,
from a wheelchair, can transfer more easily to
the bed.

The pump is a titanium pump.
It's a closed system. It is implanted usually
in the right or left lower abdomen. And a
medication, via a catheter is delivered to the
spinal column in that intrathecal space. The
mind-set and the rationale for this therapy is
that the medication enters the cerebral spinal

fluid, it does not cross the blood brain
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barrier, and the manifestations of any sort of
side effects that any oral medications would
commonly take are not generally presented with
an intrathecal pump. So the individuals can
have better pain relief, better spasticity
relief, and not be dozing off; not have those
secondary effects of the two types of
medications used to treat the chronic pain and
spasticity.

The higher quality of life, I
think I touched on about five times already,
but that really is one of the overall goals of
this therapy. And it does require a high
acuity. These pumps are not visible from the
outside. You could not tell that any of us
here might have had a pump. It's not
something that any individual can pick up
quickly. You have to understand the
mechanics, you have to understand how the
patient manifests, you have to understand the
programming, and you have to really understand
the medications and how they affect the
patient.

The introduction of intrathecal

home care management services to the state 1is
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something that we have found that is required
and actually deficient in the state of
Tennessee. The current model is that these
individuals who have pumps go to the doctors'
offices to have the pumps refilled, to have
them increased or titrated, and for any of
that management piece.

What we look at is, the doctors
are saturated with the pumps. So for an
individual that -- for example, a doctor who
has 20 pumps, that takes a lot or a huge
portion of their staff management to manage.
And there are actually patients waiting to
have pumps. I've had doctors say to me, "I
really wish that I could do more pumps, but I
just can't take on the additional management.

So the home care management
piece really takes that --

THE COURT REPORTER: Ma'am, you
really need to get in front of the microphone.

MS. HESS: Oh, I'm sorry. I
apologize. I'm moving. I have a little
Italian in my. I apologize.

I want to go ahead and explain

that this introduction of home care management
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will allow the physicians to offer the
treatment more readily. It would give the
individuals better access to care. The nurses
would go to the patient's home, they would go
to a day treatment center, and sometimes to a
place of work. The individuals could be
filled in their setting.

And the idea of the home care
piece is very important, because individuals,
in their home care setting, generally benefit
from that. You take away any sort of burden
of travel; you take away higher access to
care. If an individual needs a request for an
increase or a decrease, the nurse, in the
IPM -- or Implanted Pump Management -- model
is able to get there generally within 24
hours.

That same patient who has had an
increase in pain and needs an increase in
their intrathecal pump dose may have to wait
two weeks, based on the doctor's schedule and
also a schedule for them to actually get to
the physician's office. So I think that's a
really important piece to bring up today.

There is a full RN assessment.
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We are there only for the pump. That's
something I wanted to really make clear. The
Implanted Pump Management model is only to
fill the pump, to look at the patient
assessment, and to do everything in regards to
this intrathecal pump. So we're not here to
offer any other type of skilled services.

So the idea of us being
introduced into the state will really not take
away any of the existing licensed home health
agencies' resources that they're currently
utilizing. I did do, upon the application, a
poll of 157 of the licensed home health
agencies in the state of Tennessee. And we
call them all individually and say "Do you
offer this intrathecal home care management?"
And one agency said that they were able to,
but they have no patients. So I believe that
definitely shows that there is a lack of
services in this state.

We do offer 24-hour on-call
availability. Our model works with assisting
the doctors, assisting the patients, and
really working as that liaison between the

two.
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I would hopefully like to go
over some of the patient benefits that this
program -- the introduction of this program
would bring to the residents of Tennessee who
have intrathecal pumps. We, again, have the
24-hour on-call service. That's very
important. They would speak to a nurse who
knows the therapy. They're not brought to a
call center. They understand that they will
speak to a nurse that understands and does
this pump day in and day night [verbatim].
The home care approach is more efficacious for
the patient due to the location and the
availability of the nurses. I spoke about
this before.

And the idea of the RN doing a
full nursing assessment really can lead to a
reduction of overall secondary infections for
the individuals. If you have an individual
who's in the home care setting, who the nurse
is there to do a pump refill, and I might
identify an area of redness on the right hip.
So I would educate. I would let the physician
know that we need some more intervention care

before we get to a skin breakdown.
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A lot of these individuals do
have a lot of secondary concerns and problems
that are going to arise due to their disease
processes, so the proactive approach is very
important when we're looking at this model.

We are the eyes and ears for the physicians
while we're in that home care setting, and we
can bring anything to them that we feel is out
of the normal. And that is the policy and how
we will introduce the system.

I do want to quickly go over the
benefits for the physicians, because not only
is it a benefit for the patients, but it's a
benefit for the physicians and their office.
It allows them to really increase the patients
that they can service with this intrathecal
pump. It allows the increase in modality; it
allows the increase of secondary eyes and ears
in the home care setting.

And I am going to go over -- I
know, in part of the application, there was a
question regarding TennCare residents. I know
part of the State Health Plan really is
specific that TennCare residents need to be

identified and any introduction of the model
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would be required to service those
individuals. So Mr. Putrino was hoping to
speak quickly regarding Medicare and our
pathway that we have developed for that.
Thank you.

MR. PUTRINO: Good morning. My
name is Roy Putrino. I am the owner of both
BHI and IPM. As a pharmacist, I've been
providing intrathecal home care services since
1991.

Our organization has developed a
very strong Medicare program. With the help

of CMS, we've been able to access the MAP

programs —-- which is the Medicare Advantage
programs -- to provide enhanced services to
this population. We help -- we assist them in

finding the proper MAP for them. We also have
the MAP companies, like Humana and United, go
to their home and explain the benefits, and if
they choose to go ahead, they can. And at any
time, they can revert back to Medicare, if
they would like.

As a pharmacist, I'm licensed in
14 states, one of which is Tennessee. As the

owner, I take full responsibility knowing that
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the -- knowing all the specific laws from the
state, in the development of all the clinical
programs of our organization. Over the last
14 years, my organization has developed a
unique clinical program that is both proactive
and cost-effective. This model has allowed us
to grow to a national level via word of mouth,
and it is our desire to bring this model to
Tennessee.

We understand your concern
regarding the state compounding pharmacies.
And although our organization has a Tennessee
pharmacy license and I am a licensed
pharmacist, we have no problem in making the
use of an in-state compounding pharmacy as a
condition of the CON. Currently, we have this
model set up. We are currently working with
pharmacies in other states, like West
Virginia, Ohio, Louisiana. It actually works
guite well, and it's great to have the people
on the ground.

I understand you have over 200
compounding pharmacies in this state. We'd be
happy to find one to work with us. Thank you

very much.
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Oh, Melissa will do the summary.

MS. HESS: I believe -- do we

MR. PUTRINO: Now or later?

MS. HESS: Is pro and support,
and then summary after?

MR. JOHNSON: Pardon me?

MS. HESS: The summary is after
the other part, because we're doing a
simultaneous review; is that correct, sir?

MR. JOHNSON: There will be an
opportunity right now for people who support
the application who are not a part of it.

MS. HESS: Okay.

MR. JOHNSON: I didn't call for
that earlier, but I will now.

MS. HESS: Okay. Thank you.

MR. JOHNSON: So now is the time
to do that. Are there those who wish to
speak? Anybody else?

MS. HESS: I think it's just us.

(None noted.)

MR. JOHNSON: I don't think so.

MS. HESS: Okay. Thank you.

MR. JOHNSON: Mr. Elrod, the

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com

97



W < o 0o W N

11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

VOLUME T
MARCH 25, 2015

opposition's presentation?

MR. ELROD: Thank you,

Mr. Chairman and members of the Agency. I'm
Dan Elrod, here on behalf of NHC HomeCare,
which, through its affiliated agencies,
operates throughout the state, except for
three counties: Scott, Hancock, and Lake
Counties. NHC is a provider of comprehensive
home care, including infusion therapy.

This application, we submit,
suffers from multiple deficiencies, including
the following: No need has been established.
The applicant requests authority to serve 95
counties in the state, but readily admits it
has no information about how many patients in
each county, if any, actually need this
service. Using the Guidelines for Growth as a
starting point, there is clearly no need for
additional home health in the state, and the
staff report establishes that.

In the face of that, it's really
up to the applicant to show, through
documentation, that patients are not being
served now; that patients are going without

adequate service now. And they have
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completely failed to do so. They have
produced two letters from physicians -- two
physician letters -- one from Nashville and
one from Hendersonville, and two patient

letters —-- one from Lebanon and one from

Gainesboro -- none of which say that there's a

failure to get service now. They're
supportive of the application, but they don't
say that they're going without service. And
we submit that that's not sufficient to
establish need in one county, much less 95
counties.

The application also fails to
meet the criteria of orderly development of
health care. The limited service proposed in
this application is the fragmentation of
health care to the extreme. Patients with
intrathecal pumps are medically complex, with
comorbidities. And it really defies common
sense and it's contrary to where health care
is headed to create a model of care that
addresses only one aspect of patient care.

And this is really kind of
highlighted in the application because there

was -- there's a real contradiction in the

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com

99



W O ~J & O W N

NN NN NN R R R R R R R R R
O > W N B O W © 3 o0 O & W N B O

VOLUME I
MARCH 25, 2015

application between what it says and actually
what was said this morning, because in the
application, in one place, they say, "We're
gonna take care of the whole patient." On
page 46 of the application, it says that it
will, quote, "focus on the patient as a whole;
not on the implanted intrathecal pump."”

But then on page 43, when
attempting to show how this is not going to
affect other home health agencies, they say,
quote, "IPM focuses only on this one therapy."
And that's what was said here this morning:
"We're gonna only do the intrathecal pump."
That's not a good model of health care,
because it doesn't look at the patient as a
whole. It's just a flawed model, we submit.

And we appreciate what's being
said here in terms of -- about the change now
from what was in the application to their
willingness to use an in-state compounding
pharmacy. We submit that that condition is --
I'm not sure how that would be enforced by the
Department of Health or how you would police
that.

But in any event, the pharmacy
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part of this organization has a shaky
regulatory history. And this was pointed out
in the Department of Health report which
summarized numerous violations in other
states, including South Carolina, Colorado,
and Illinois. And one of the compounding
pharmacies that the applicant relied on
actually had a problem in Louisiana with a
diversion of 22 pints of codeine cough syrup
and 10,000 hydrocodone pills. And we're
talking about an opiate substance in this
situation.

This disciplinary history is
really a good segue into our final point. And
that's Commissioner Dreyzehner's letter,
which, in my history of doing this in front of
the Agency, is unprecedented, in terms of
having that kind of letter from the
commissioner of health. And, remember,
Commissioner Dreyzehner is a physician and
he's also a public health expert.

And his letter includes the
following concerns: The model of care may not
be consistent with the rules relating to the

dispensing of controlled substances. He's
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concerned about the reliance of out-of-state
compounding that's been somewhat addressed,
but we submit how that would be policed is
still uncertain.

Commissioner Dreyzehner's letter
also notes a recent practice guideline from
the American College of Occupational and
Environmental Medicine that casts serious
doubt on the appropriateness of the
intrathecal pump procedure itself. And that
article -- that practice guideline --
concluded with this quote (as read): "Thus,
with a lack of documented efficacy,
invasiveness, serious adverse effects, and
marked costs, these devices are not
recommended."

Commissioner Dreyzehner ends his
letter of concern with this statement (as
read) : "On balance, we have concerns
regarding the unintended consequences that may
result from these services and the overall
impact they may have on the population and
health in Tennessee."

One other point I want to

make -- it relates to the presentation they
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just made to the Agency -- is that, in the
application, it says repeatedly "We're not
gonna be Medicare certified," but yet part of
the discussion this morning has been how they
serve Medicare patients. That, to us, doesn't
really -- the two statements are not
reconcilable, and it certainly needs to be
something that's taken into account by the
Agency.

We submit that we have presented
numerous reasons why this application should
be denied. It hasn't -- it does not meet the
criteria. But, in any event, Commissioner
Dreyzehner's letter alone is really a reason
for the Agency to deny this application, and
we urge you to do so.

MR. JOHNSON: Were there others,
Mr. Elrod, or is that it, in terms of the
opposition?

MS. WEIR: Hi. My name 1is
Scarlett Weir, and I work with a company
called ContinuumRx Home Infusion. We have a
joint venture with Saint Thomas Hospital and
we service all of those patients, and [we]

work very closely with NHC to provide the
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whole continuum of care for patients. So we
are greatly concerned. We do provide
medications for patients going out of the
hospital, be it IV antibiotics, IgG, or pain
medicine.

We have a very secure pharmacy.
It's very controlled. We work with the
hospitals and NHC to make sure that the
patient -- not only the medication, but the
whole service of care for the patient 1is
provided. And so we think this would be a
very bad idea. Thank you.

MR. JOHNSON: Thank you.

Is that all?

MR. ELROD: (Nods head.)

MR. JOHNSON: All right. Now we
have rebuttal, up to five minutes.

MR. PUTRINO: My name is Roy
Putrino. I'd like to go over a few of the
points. First of all, addressing the Medicare
issue. Medicare does not cover home infusion,
so it doesn't cover any, but we try to address
it. So at this point, you know, saying that
we're not a certified agency really doesn't

make a difference at this point. So what
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we're looking at here is finding a pathway for
these people so that they're not ostracized
from this therapy.

As far as the therapy not being
efficient, you know, you just have to see a
multiple sclerosis person who is rolled up in
a pretzel get this pump, and then your mind
will change and they are able to start caring
for themselves again and move back into
society.

What basically brings -- what
IPM brings to the table here is something
bigger than that though. We have a national
network. If this person travels anywhere in
the country, there will be an IPM nurse to
care for them. Whether they go to Orlando or
Alaska or anywhere in the country, we will be
there for them.

When you go into an emergency
room with a problem with this pump -- and you
have over 200 here in Tennessee -- there will
be no programer there and there will probably
be no person that will be able to handle it.
This is why national -- major insurance

companies sign national contracts with us. We
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are out there protecting these patients.

In the hospital setting, the
patient has to be -- has to travel there.
Every time there is an issue, they have to get
an ambulette or have a family member to bring
them there. We can settle 90 to 95 percent of
the issues, through our monitoring center,
with a simple dispatching of a nurse. It has
been effective for over 14 years, and we have
been brought all over the country, word of
mouth from physicians who have had excellent
experiences.

And I see the problem where he's
saying that the results haven't been good, but
our outcomes from the home care piece far
exceed those. We have people with reduced or
eliminating oral medications, and by not
getting the tremendous pronounced side effects
from some of these drugs, the patient's
quality of l1life has gone, you know, much
higher. Let's remember there's no cure for
these things. We can only look at the quality
of life. Thank you. /

MS. HESS: My name is Melissa

Hess. I was hoping to address some of the
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concerns from the gentleman, and the woman
from ContinuumRx Infusion. I understand the
concern that they're worried that these
patients are ﬁedically complex and that we're
there to do one thing. I think I wanted to
clarify in my presentation -- I'm not sure if
I came across efficiently in explaining that
we are there to do a full nursing assessment.
We are not going to disregard a wound and we
are not going to disregard signs and symptoms

of a urinary tract infection, but our model

does not do that ourselves. We assist -- we
use the physician. We call the physician and
say, "This individual has X, Y, and Z. How do

you want us to follow up? Do you want to come
see them? We think that they may have a
urinary tract infection," fo; example.

So the idea for us being
there -- we do the pump because it's very
specific, but we always look at the whole
patient. And I think nursing always looks at
the whole patient. I think to go in and look
at only the pump and not do a full nursing
assessment would be negligence in nursing.

The idea that we're there to look at every
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aspect of the patient -- it's always very
important. It's just that IPM does not
service every aspect of the patient.

So I hope that clarifies what I
had presented before or that that makes better
sense, but our model is to identify any
abnormal findings, alert the physician, and
the physician will use -- if there's other
skilled services required for this individual,
the physician will use the existing licensed
home health agencies for those additional
skilled services. Our skilled services will
only be specific to that intrathecal pump. I
hope that clarifies that.

And I understand the concern
that the model is different. And it is
different from a lot of other home care models
and medical models. But the fact that these
pumps are delivering high doses of morphine,
high doses of Dilaudid, very high
concentrations of Lioresal, there is no room
for error. So as a nurse —-- and I think I'm a
pretty good nurse. But for me to go in a home
care setting to do an IV IgG or to go do a

wound care, and then to do a pump, my focus
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isn't going to be on that pump. And if the
focus isn't primarily on this intrathecal
pump, errors are going to occur.

So the focus is created on the
intrathecal pump to reduce and -- I can't say
eliminate, but to greatly reduce that error.
So I hope that clarifies, also, that model.

And ContinuumRx Infusion, the
idea of them being a very strong pharmacy I'm
sure is very true, but do they provide
intrathecal medications. When you look at
narcotics, it doesn't -- the intrathecal
medications are so different than oral
narcotics. So I think we have to look at the
distinction between the intrathecal pump and
the rest of the care that the individuals have
and require. Thank you.

MR. JOHNSON: Okay. Thank you.

Okay. Applicant 2's
presentation ~-- I have it listed as Doug Wynd
who 1s going to do that. And we'll go through
the same procedure for you as we did for the
first one, and then we will get into questions
by the members.

MR. WYND: Yes. Thank you.
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Actually, my name is Doug "Wynd," like you
"wind” a clock, but 90 percent of the people
guess "Wind" and I live with that. So no
offense taken. I also have with me three
other people from Pentec Health. I, myself --
I am the national sales director with Pentec.

MR. JOHNSON: Before you go --
are there others that plan to speak as well,
in support --

MR. WYND: Yes, sir.

MR. JOHNSON: -- that either are
a part of it or those that are not a part of
the application?

MR. WYND: Yes, sir.

MR. JOHNSON: Both?

MR. WYND: ©Not -- the people
that are planning on speaking in favor are
part of the application.

MR. JOHNSON: [They're] with

you?

MR. WYND: Yes.

MR. JOHNSON: Okay. Please
continue.

MR. WYND: So I have three other
people from my company with me. I have
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Michelle Hiidel. Michelle is the regional
nurse manager. She will be responsible for

home health care here in Tennessee if we get

the privilege to work here. She is a
registered nurse. She's also licensed as a
nurse here in Tennessee herself. I have Chip
Slavin., Chip is a 15-year pharmacy --

pharmacist with Pentec Health. And he can
answer and address any of the pharmacy
questions that may come up. And then I have
Amy Toresco, who is an account executive on
our IVIG side of our business that's part of
that application as well. So they'll be here
to address any questions that may come up in
the process.

But we as a company are thrilled
to be here in Tennessee before you asking for
approval in the CON process. We have had
referrals come in to our company -- four
patients that are living here in Tennessee --
and unfortunately we've had to refuse those
referrals because we are not licensed to be
here, and they have found sometimes other
companies who would be able to take care of

those pumps, but that's outside of our
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regulatory approval.

Ms. Hess did a good job of
talking about the therapy itself. I want to
talk specifically about the pump. This is the
pump that both companies are talking about
(indicating). You can see that it's about the
sizé of a hockey puck, and it's a very
complicated machine. There's a reservoir in
here. This pump is implanted in the patient,
and a catheter is run up through the spinal
cord in the intrathecal space of the spinal
cord, and then the pump continuously pushes
out highly concentrated narcotics or
antispasticity medication to provide the
relief to a patient.

The target for this pump is
about the size of your button -- I don't know
how many of you have a cell phone. The button
on your cell phone is about the target size of
this pump. And, again, it's implanted under
layers of skin and muscle and fat, and it's a
very difficult site to access. Every patient
that has one of these pumps —-- and there's
about 80,000 of these pumps in patients across

the country. Every patient who has one of

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com

112



O© O J o U1ox W N R

NN N NN B B R R R R R s R
g s W N O W ®d s W N H O

VOLUME I
MARCH 25, 2015

these pumps is committed for the rest of their
life or until this pump is removed to
continually get this pump refilled.

By and large, those refills
happen in the physician's office, and he or
she will refill the pump themselves, or their
staff will, but as demonstrated -- and as you
can appreciate -- these patients are either
wheelchair bound or in severe pain or have to
travel great distances to their physician to
get their pump refilled. And that creates a
burden upon society that Pentec Health can
alleviate. We can go make house calls to the
patients and refill the pumps there.

If a pump runs dry -- if it's a
pain pump, those patients will go into
withdrawal,(which is a miserable experience,
as you can appreciate. If the patient is
being treated for spasticity and the pump runs
dry and they no longer get their
antispasticity medicine, that can be
potentially fatal.

So, again, the patients are
committed to getting these pumps refilled.

Whether we do it in the home or the patients
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are forced to go back to their physician's
office, the pumps will get refilled. TIf it's
filled improperly -- again, the target is very
small. If it's filled improperly and highly
concentrated narcotics are shot into the body
outside of the pump -- that's called a "pocket
fill" in the industry, and that is also
potentially fatal. You get highly
concentrated narcotics that can shut down the
respiratory system and a patient could expire.

So it's a very risky procedure,
a very specialized procedure, and one that
most home health care agencies, as Ms. Hess
stated, too, they certainly -- a lot of times
they aren't even aware that these pumps exist,
and if they are aware of them, they really
don't want to touch them, because it is a very
high-risk procedure and one that, if you're
going to do this procedure, you really need
the expertise to do that.

So that's the pump (indicating),
and let me speak to our expertise and why
Pentec Health would be a good person to allow

into the state.

MR. JOHNSON: Let me just
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interrupt you a second.

MR. WYND: Yes, sir.

MR. JOHNSON: You have a
ten-minhute presentation, which includes your
other folks, so .

MR. WYND: Yeah. And, actually,
they're here to address questions. They're
not part of this initial salvo, so this is me
and the salvo.

MR. JOHNSON: Okay. You're it.

All right.

MR. WYND: Yeah. But I
appreciate that. So Pentec has been in the
business for about 30 years. We are the

largest provider of home health care service
in the intrathecal pump space. We have about
2,800 patients on service across the country.
We are appropriately licensed in 30 states.
We are not licensed here in Tennessee, and we
are not seeing any patients here actively in
Tennessee. We've been referred patients but
have turned them away.

Our nurses ~-- the training for
our nurses is second to none. The nurses that

we hire oftentimes have expertise in critical
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care before coming to us. Oftentimes, they
have experience filling pumps in a physician

office. They come to us and regardless of

their training and past experience, we put

them through a rigorous three-month training

program. That is the only training program
that's ANCC accredited. "ANCC" is the
American Nursing Credentialing Council. They

accredit our training programs, SO our nurses
come out knowing stuff.

In fact, we hired two nurses
that came from Medtronic, the manufacturer of
this pump, and their previous Jjob was to
instruct people how to filllthe pump. They
went through the training program and at the
end, they said, you know, that they learned
things that they probably should have known
and definitely wished they would have known
when they were teaching other people how to
deal with these pumps. So our nurses are

second to none, in terms of their experience

and their training, and we'd be thrilled to be

here.
Our pharmacy -- we're held to

the very high standards of a 797-compliant
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pharmacy. Now, oftentimes, your compounding
pharmacies at a local level may not reach the
797 standards. It's just -- they're higher
standards than normal non-high-risk
compounding, or low risk or moderate risk.

797 guidelines are pretty strict, and we
certainly meet those and exceed those in doing
some proprietary things in our pharmacy that
kind of set us apart in the market space.

But the last thing I'll touch on
is the insurance piece. And it was spoken to
in the previous presentation about really the
orderly development of health care and whether

or not a company will provide service to

TennCare patients or Medicare patients. 1In
our application, throughout -- if you've
read it -- it talks [about] and describes our

philosophy about that and our willingness to
take not only TennCare patients, but also
Medicare patients across the country.

Again, we're not in Tennessee SO
we don't have TennCare-specific patients, but
other states who have TennCare-like insurance
coverage for patients, we do accept those

patients on a compassionate care basis. We
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also accept Medicare patientslwho may —- you
know, as a federal program, Medicare does not
cover the home visits of our nurse, so that --
we don't get fully paid for that. So we will
provide that on our nickel. We'll go and take
care of those patients, because it's the right
thing to do.

My national book of business --
about half of my business are patients that do
not fully pay us. And those are patients
that -- elsewhere, outside of Tennessee, other
companies are not taking those patients, and
we fill that need. And we'll take those
patients, because those patients are in great
need too. Depending on whether or not they
have insurance is really irrelevant to most
people in the company. I manage that. From a
business perspective, I've got to make sure
that we can't just, you know, have all people
who aren't paying us. It's a business that I
run, but it's something that -- again, half of
my business is not patients who fully pay.

And that was, I think, a clear difference in
the applications before you.:

The last thing I'll state is
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that -- and we don't have anybody here to
support us in person. Like I say, we've got
2,800 patients across the country. Every
year, we survey the patients. We ask them for
their feedback and ask them if there's
anything that we can do better. And we get
volumes of information where patients will
give us feedback on how thrilled they are with
what we do. And anything they're not thrilled
about, we delve into that and fix it.

But one thing that came through
from a patient -- she had volumes to say about
her nurse that she couldn't fit in the small
space that we gave her, so she wrote a letter.
And I'll just read two paragraphs (as read):
"Technically, Connie" -- who is the nurse --
"is a godsend. Having a needle inserted in my
abdomen and finding where it has to fit" -- or
"go to fit into the pump is not a pleasant
process. Connie can put that needle into me,
and I don't even feel it. I compare it to the
times when somebody at the doctor and somebody
else has hurt me with the needle and had to go
fishing to find the right spot on the pump."
Again, if you're looking for that little bitty
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thing -- you're in there and you start fishing
around until you get in. That is a painful
process, I can imagine.

(As read) "It may not seem like
a big deal to you, but it's a huge thing to
me. I'm already in so much pain that every
little thing that avoids pain means everything
to me."

And then she goes on to say that
she was in the process of changing
medications, which is often a laborious
brocess, where you have regular visits by a
nurse to check or most likely the patient will
have to go to the physician office to adjust
the medication and adjust the response. It's
a -- and they keep a diary through the whole
process, and she said that our nurse was
willing to go make those house calls regularly
and &olunteered to do so, even though it was a
three~hour round trip to go take care of that
patient.

And that patient, who had
glowing comments and a glowing response, it
really changed her life or at least that

aspect of her life in a medical situation that
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none of us want to trade places with. That

was a patient that was not a full-paying

patient for us. That was a patient that was
on my dime. That was something that -- that
was a patient -- not knowing the rest of the

story that would happen, but that was a
patient that elsewhere would not have been
treated. And if there are other patients in
Tennessee like that, they're not gonna be
dismissed out of hand by our company. It'll
be with a full business-enterprise approach to
taking on those patients.

So that, I think, is the end of
my time, and we'll go to the next step. Thank
you, sir.

MR. JOHNSON: Okay. Mr. Elrod?

MS, NELLEY: Rachel Nelley here,
on behalf of the applicant who opposes
Pentec's competing application. I wanted to
bring to your attention -- I'm not sure that
your materials included a warning letter from
the FDA with respect to Pentec. And,
basically -- let's see. The warning letter
was dated March 7th, 2014. You know, during

their presentation, they indicated they were a
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979 pharmacy, subject to high standards.

Well, basically, the FDA
inspection of the pharmacy, between March
18th, 2013 and April 1st, 2013, found -- and I
quote —-- "serious deficiencies in practices
for producing drug products that were intended
or expected to be sterile, which put patients
at risk," unquote. 163 units of product had
to be recalled. Their products -- I mean,
their products were produced in an environment
found to have significant contamination risks.
There were adulterated products, again, that
had been recalled.

They took corrective action in
response to the initial letter from the FDA,
but -- and I quote from this letter (as read):
"We acknowledge your action on May 15th, 2013,
to recall all sterile products that were
intended or expected to be sterile, with an
expiry [verbatim], that were produced in a
certain hood. Your planned corrections do not
appear to be sufficient to remedy the
insanitary conditions at your firm." And the
FDA strongly recommended (as read) "that your

management immediately undertake a
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comprehensive assessment of operations,
including facility design, procedures,
personnel, processes, materials, and systems.
In particular, the review should assess your
aseptic processing operations."

And I think we're all, here in
Tennessee, very aware of what can happen when
an out-of-state compoundiné pharmacy is used
and it's producing and sending to Tennessee,
for use in Tennessee patients, unsterile
products. We've seen what this -- what a
disaster can happen with a situation 1like
this.

Again, I don't think this --
this letter is very lengthy. And I don't
think it was included with your materials
today, but I'm happy to go through, in
additional detail, the findings enunciated in
the letter, if you want me to. Thank you.

MR. CHRISTOFFERSEN: May I make
a comment, Mr. Chair?

MR. JOHNSON: Sure.

MR. CHRISTOFFERSEN: Ms. Nelley,
do you have copies to submit to the Agency,

for the record?
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MS. NELLEY:; I have "a" copy
that I can submit to the Agency, for the
record, and I'd be happy to. |

MR. CHRISTOFFERSEN: Okay.
Well, if you wish to, whenever you're ready
to, Mr. Ausbrooks would be the one to receive
it.

MS. NELLEY: Okay.

MR. CHRISTOFFERSEN: Thank you.

MR. JOHNSON: Mr. Elrod, for the
remaining time?

MR. ELROD: Thank you,

Mr. Chairman and members of the Agency. Dan
Elrod again, on behalf of NHC HomeCare.. This
application has really the same deficiencies
as the IPM application, and maybe even some
more.

Again, no need has been
established. It has not documented the
failure of any patient to get this service.
In fact, in their presentation, they've said
when they've gotten referrals now, because
they can't do business here, those patients
have gotten the service elsewhere. So

patients are getting this service mainly from

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 -~ manleydeen@yahoo.com

124



O O J o O b W N =

NN NN NN R B R PR B B P R opRop
O B> W N B O VW © NJ o s W N KRB O

VOLUME I
MARCH 25, 2015

a physician's office, and that's the model
for -- in which this service is now being
delivered. And we submit, based on

Mr. Dreyzehner's letter and the concerns he
raises, that that remains the best option for
these patients.

But if, in fact, there does need
to be a home solution for this, it needs to be
for a home care agency who is going to address
all of the patient's needs, not just this
narrow part of the patient's needs. And,
again, this application suffers from that same
problem with a fragmentation of care. They
clearly state that they're only gonna
deal with the intrathecal pump, and if the
patient has other problems, they'll just send
them to another provider. That's not a good
model of care.

And with regard to how they have
handled Medicare patients -- just to put this
into perspective, Pentec is a pharmacy; it's a
compounding pharmacy. They get paid for the
pharmaceutical part of this, even if they
don't get paid for the nursing part of it, so

it's to their economic benefit to sell as many

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com

125



O O N o O b= Ww N B

NN NN R R R R R R s s
oS WN R O W O doe s W N H O

VOLUME I
MARCH 25, 2015

pharmaceuticals as possible. And so the
easier they make that to get to the patients,
then they still come out okay, in terms of the
finances of it.

It's not even a machinary
(phonetic) undertaking on their part to
provide the pump management for Medicare
patients without getting paid. There is a
payment mechanism for that.

Finally, there's another
financial aspect of their application that's
frankly just mystifying. They propose to
charge $71 for a nurse's visit and a so-called
per diem charge of .$§1,775. And they never
really explained what that per diem charge 1is
for. They indicate that patients are going to
be seen six times a year, so the total patient
charges would be $11,076.

The IPM application says they
gonna charge $200 for a nursing visit, and
each patient is seen an average of 12 times a
year, so a total of $2,400 per year. And the
fact that Pentec's per patient charge 1is
projected to be four-and-a-half times that of

what IPM charges create -- I don't know. It's
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inexplicably, frankly, in terms of why there's
such a great disparity.

But all of that, frankly, we
would suggest, undermines any idea that this
is more cost-effective than the alternatives,

which really are two: One, the physician's

office and where the physician sees these

patients on a face-to-face basis when they're
getting this highly technical situation for a
patient who is very sick and has
comorbidities, and if that needs to be
supplemented with being seen at home, then it
needs to be done by a home health agency who
can take care of all of the patient's needs.

Commissioner Dreyzehner's letter
applies to this application just as much as it
did the first one, and that alone really, we
would suggest, again, would require that this
application be denied. Thank you.

"MR. JOHNSON: Thank you.

Rebuttal up to five minutes,
Mr. Wynd, or a substitute.

MR. SLAVIN: Good afternoon. My
name is Cliff Slavin. I am the pharmacy

manager for Pentec Health in Boothwyn,
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Pennsylvania. I'm also a licensed pharmacist
here, and I want to address the 483 findings
that we had a few years ago.

We were inspected by the FDA in
response to what happened with NECC. They
inspected us as though we were a
CGMP~-compliant pharmacy -- or facility, as
though we were Merck or AstraZeneca or a
rather large manufacturer, which we are not.
We are not designed -- we were not set up to
do large repetitive compounding of
multiple-ingredient identical products.

So when they came in and
inspected us, they were sort of looking at
us =-- it was an apples and oranges kind of
thing. Regardless, in all respect to their
findings, we did take them seriously and we
made serious progress in terms of what we've
done for corrective measures. The first thing
is being a -- establishing a quality unit. We
have our own microbiologist on staff; we have
our own in-process testing where we've done
initial qualifications, process
qualifications, ongoing qualifications of

everything that we do. So we did take it
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seriously.

With regard to the product that
was recalled, when we went through, as part of
our routine maintenance annual -- I'm sorry --
biannual surveys of our hoods, we found that
we had a laminar flow hood that was leaking
outside of the cabinet. It was not in
anything that could have affected the
sterility of the product; however, the piece
of equipment was out of specifications by the
manufacturer. The responsible thing to do was
to recall the product that was just made in
that particular hood.

That's all I have to add to that
at this point.

MR. WYND: Thanks, Cliff. And
I'll add just one thing about the product that
was recalled. There was 163 units that were
recalled with the -- because we didn't know if
there was contamination in the product --

MS. HILL: Sir, can you state
your name, please.

MR. WYND: Oh, I'm sorry. Doug
Wynd again. So sorry.

Those products were recalled,
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and we replaced the products on a different
side of our business, at the renal side; renal
division. Patients received replacement
product, and no patient lost a dose because of
this recall. The products that were recalled
were put on a shelf to see if we could grow
out a contamination, and no contamination was
drawn out from those products that we
recalled.

So we recalled it because we
weren't sure. And we sat it on a shelf, and
we did not grow out anything that would cause
patient harm, even if it was given to a
patient, and no patient was at risk for that
issue. And Cliff gave the explanation, as a
pharmacist, when the issue is brought up by
our competition in the marketplace, we explain
exactly what happened, and our customers
understand the lingo and they get the fact
that our pharmacy is above the standards and
they get the whole process and, in fact, will
deepen their relationship with Pentec because
of the issues being raised and being addressed
by us.

In terms of the concerns by
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NEC -- or NHC, in terms of the need, when I
did say that the patients were referred to us
and we couldn't fill them and service them,
they were seen by another company, but it was
Roy's company with Basic Home Infusion. So
Basic Home Infusion is operating here in your
state without your agency's approval, without
licensure, and that's something that we
wouldn't do. We had the opportunity to and we
said we're not going to do it, and then those
patients found another home.

Other examples where patients
were on vacation seeing a daughter here in
East Tennessee, their pump was alarming and
needed to be refilled, we had to say we
couldn't fill that patient because we weren't
licensed in Tennessee. And there were other
patients who were cancer pain patients being
treated in Georgia that were residents of
Tennessee, asking us to take care of them when
they got home from -- after getting their pump
implanted, and we had to refuse those
patients. I don't think those patients have
found somebody to go to the home, but we would

love to be that service provider.
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In terms of the narrow part of
the needs and this being pump-refill specific
instead of, you know, why not let a home
health agency that can do everything do this
instead of just the pump -- and I'll use this
analogy: The interventional pain medicine
offices that we call on, the nurses who refill
the pump oftentimes do the pump refill, and
they might do it every week, and they're
scared to death to do that. And that's part
of their job.

So they're an interventional
pain medicine office nurse and they do all

kinds of things that are done in

interventional pain medicine offices, but they

are intimidated by the risks associated with
filling this pump and being wrong in doing
that. So to suggest that somebody who doesn't
have the interventional pain management focus
could be kind of an all -- you know, a handy
man to do everything is, I think, outside of
the understanding of the risks that are
associated with this pump.

And, frankly, that's probably

why, when we interview the home health
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agencies and ask them if you're taking care of
any patients who have intrathecal pumps, they
oftentimes don't know what intrathecal pumps
are, because a physician, frankly, isn't going
to refer out the treatment of this pump -- or
the refill of this pump and the management of
this pump without knowing we have the
expertise.

Again, there's 80,000 patients
who have these pumps, and they're being
refilled regularly. And the entire market of
our industry, there's about 5,000 patients
being seen in the home. The other 75,000 are

being treated by his or her physician because

that's the -- you know, that's the only option
they have. So we can go in there and meet
that need.

And then, finally, from an
economic model perspective, it was suggested
that, you know, why our costs, in terms of the
per diem and the overall cost to a payor is so
much higher than what IPM is suggesting. What
was left out of the IPM presentation is that
Basic Home Infusion -- you know, Roy's other

company -- would be charging all those other
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fees. They would be charging the per diem fee
that was discussed, an average of 51,700
dollars or so, and all the other fees.

There are four main components
to the fee collection schedule in this market.
There's the medication, so we can make a
margin on the medication, but if that's all
the money we're making, we are losing money in
providing this service and having our
full-time nurses go to the patient's home and
provide the service to them and make those
house calls. That is a losing endeavor for
us, but we are making money on the medication.
But we would not stay in business if that's
all we were doing.

The second component is the
materials affiliated with the refill. There's
the nursing time that can be billed
separately, and then there's this per diem
that encompasses everything from our
electronic medical records, to our ability to
do telepathic medicine, to our ability to do
drug utilization reviews, to having our
pharmacies review the very complicated

formulations that are oftentimes required with
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these patients, to everything else that we do
at the back end that's kind of all
encompassing the management of this patient.

Those fees are negotiated
between a company like Pentec and the
insurance company. And we tell them what we
do, and they tell us what it's worth to them,
and we talk about where we meet in the middle,
and that's the value that they place on our
service to provide this service to their
patients.

So I'm sensing that, I think,
that was over five minutes in total, but I
hope that addresses the questions.

MR. JOHNSON: We can deal with
that collectively.

So questions by the members of
either applicant or their folks?

MS. HESS: Excuse me. I'm not
sure if this is out of order and Jjust let me
know if this is --

MR. JOHNSON: I can't hear you.

MS. HESS: I'm sorry.

MR. AUSBROOKS: State your name.

MS. HESS: Melissa Hess. I'm
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not sure if this is out of order. I was
hoping to address something that Mr. Wynd had
brought up, actually, I think, in his
rebuttal, but it was a direct -- of impact to
Implanted Pump Management and the owner of the
company, Roy Putrino. Is that something I can
address now, sir?

MR. JOHNSON: I think we'll do
it through the questions and answers.

MS. HESS: Okay. Great.
Thanks.

MR. JOHNSON: Questions by the
members? Ms. Jordan.

MS. JORDAN: I'll start with
Ms. Hess. Obviously, the question of need is
something that we have to be satisfied that
there is a need that exists. And that's true
for both applications. I'm concerned that the
application did not include more specifics
about patients who currently have these pumps
but are unable to receive this service in
their home.

MS. AUSBROOKS: Ms. Jordan,
speak into the microphone.

MS. JORDAN: Oh, I apologize.
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Tell me why we don't have more information
either from patients who haven't been able to
obtain this service or --

(Microphone turned on.)

MS. JORDAN: Okay. Can you hear
me now? All rightl Why don't we have more
specifics in the application, either from
patients or from doctors who are using these
pumps that this is an unmet need?

MS. HESS: Melissa Hess. That's
very good question and one that I think I can
pretty adequately address for you. One of the
main reasons that we don't have even a lot of
the pump numbers for the volume of Tennessee
is that the numbers are very proprietary to
Medtronic. Medtronic is actually the number
one pump manufacturer. I think it was
Mr. Wynd had said that there was approximately
80,000 pumps in the U.S.; intrathecal pumps.

I think Mr. Wynd would also probably agree
that the majority of them are made by
Medtronic; is that correct? And Medtronic is
a huge corporation, and that information 1is
very proprietary to Medtronic.

So we actually did go to

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com

137



O I o bW N

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

VOLUME I
MARCH 25, 2015

Medtronic to ask them specifically how many
individuals in the state of Tennessee; can you
give me specifics regarding counties. And
that was information that they were not
willing to provide to us, for that reason.
They felt it was proprietary and that it would
allow their competitors to have information
that could potentially damage them.

As far as the patients not
knowing about the service, I think that's
really, Ms. Jordan, a lot of times what
happens. The patients don't often know that
another model, the home care model, is
available. Through my experience, they said,
I've been going to the doctor for six years,
and I didn't even know you could do this in
the home. So a lot of the individuals -- and
I would assume that that's the way in
Tennessee -—- they don't know that this is an
option.

So to answer the other part of
your guestion, we have had a lot of interest
from physicians regarding -- when we go to
different conferences, they say: "Well, why

aren't you in Tennessee? I have a whole bunch
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of patients. I could really use your service.
Right now, I have five that I'm thinking of
that have to take an ambulette in to my office
to get filled. It just shouldn't have to be
like that."”

So that's really how we compiled
some of our data, but it's just -- it's not
hard-and-fast data that I was able to provide
you. I'm not sure if that answers your
question.

MS. JORDAN: Well, I guess if
there are doctors that have expressed that
interest, I don't understand why you couldn't
have gotten those doctors to write a letter
saying: I have five patients that would be
better served in their home.

MS. HESS: That probably would
have been a better way. You know, if I had
gone through the experience again, I can see
where that would have been a better effective
tool to provide you to show more of a need. I
was actually scrambling at the end of it. I
had worked on the application myself, and I,
you know, was just struggling to get all of

the information together. So, you're right,
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that would have been a better way to present
it to the committee to show that need.

MS. JORDAN: Okay. Another
question: Help me understand -- I believe
your application says that you project 120
patients the first year.

MS. HESS: That's correct.

MS. JORDAN: But yet the
application indicates that there would only be
one RN in the first year -- but you're going
to be serving patients on a statewide basis --
and each patient would be seen once per month.
I don't understand how one nurse could serve
that many patients per month on a statewide
basis.

MS. HESS: You're right.

There's actually another place in the
application where it talks about patient
caseload. And, ultimately, when we get our --
our goal would ultimately be 120 patients with
a projected volume of around two to three
hundred patients in the state of Tennessee.
Not all of those individuals are gonna be a
good fit for home care. There are gonna be

some that don't want to use home care. There
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are gonna be some physicians that don't want
to use the model. You know, not every
physician that works with these intrathecal
pumps would be willing to give all of their
patients over to a home care model. So that's
why our goal would be 120.

Our goal after the first year
would be to get 120, but I believe there's
also a part -- and I can pull the page up. I
don't have it in front of me, Ms. Jordan -~
that talks about the census to RNs, and it
would be between 40 and 50 patients per RN,
based on demographics. For example, a lot of
times what we use is a catchment'area of
between 120 and 180 miles, regarding the
nurse's home or central location. So those
patients -- any of those patients in that area
would really fall into that certain RN's
census.

So it's very feasible that if a
patient has to be seen, you know, once a month
or once every two months, for a nurse to do
that Monday through Friday, specifically if
they're very close geographically. The actual

visit takes approximately an hour or maybe an
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hour and a half, depending on whether an
admission is being done, or if there's other
concerns that the patient might have, the more
education the patient might need on that day.

So it's very feasible for a
patient -- you know, a nurse, excuse me, to be
seeing a patient up to maybe three patients a
day and still have a pretty full day and get
all of those visits required on a weekly
basis.

MS. JORDAN: Okay. Thank you.

MS. HESS: You're welcome.

MS. JORDAN: I now have a
question for Mr. Wynd. And it's really the
same question that I just asked Ms. Hess. Why
don't we have more specifics in the
application about the need that you assert is
out there but is not being met?

MR. WYND: In terms of patients?

MR. AUSBROOKS: State your name.

MR. WYND: Oh, I'm sorry. Thank
you. I'm Doug Wynd, with Pentec.

In terms of patients stating "We
want this service"? Or more specifically --

MS. JORDAN: Both; both doctors
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and patients.

MR. WYND: Yeah. So our -- so
we are not practicing here in Tennessee. So
what we find is that when we talk -- if we
go to a patient -- and we don't do this
anywhere in the country. We don't go to a

patient first and say, you know, "Ms. Jordan,
we have this great service. And if we could
see you in the home, would you be interested?"”
Because that -- by and large, the patients
would love to have that service, but it also
requires a physician referral.

And your physician may not be
wanting us to do the referral -- or the
service in their home. The physicians make
money on refilling the patients in their
office. There's great risks associated with
refilling the pumps, and they -- you know,
I've discussed that already.

So there's a lot of reasons why
a physician wouldn't want our service, but
patients, by and large, definitely want our
service.

MS. JORDAN: So tell me, then,

if the physicians aren't going to refer, then
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how are you going to get those patients?

MR. WYND: They will refer. And
not all of them, but a good number of them.
Like I said, there's about 80,000 pumps --
patients with pumps in the country/ and the
industry to see them in their home has about
5,000 of those pumps. But to every single one
of those patients, that changes the outlook of
their day; of them living with their disease;
or the management of it.

Whatever it takes for them to
get from wherever they are, the transportation
to the office, waiting for a high-volume
office, you know, going through the procedure
can take, you know, an hour or two, and the
travel the roads back home. That whole part
of their living with the disease goes away.

So the patients -- the patients will do that.

MS. JORDAN: I understand that,
but why did doctors not write letters of
recommendation saying, as I asked Ms. Hess,

"I have five patients that would benefit from
this =-- or ten patients -- that it would
improve their quality of life if they could

have this service in their home"?
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MR. WYND: Right. My judgment
was that it would be best to have those
letters of recommendation come from Tennessee
physicians, and since I'm not here in the
market, I was not asking them -- I wasn't

knocking on their door explaining this service

to them. Because some physicians will say:
"I love this service. I want to do this
service. Where have you been all my life,"
and they'll want to refer patients over. And

since we weren't willing to take patients yet,
I didn't want those to go elsewhere.

Likewise, not knowing the
opinion of this committee and the agency -- or
the licensing procedure, I didn't want to
invest the resources to explain that the
service exists and get them excitgd, other
than what Dr. Muench did. When we met with
him here in Nashville —-- Comprehensive Pain
Specialists -- he was very in favor of it and
is supportive of it, and if we get licensed
appropriately, he'd be happy to send patients
over.

MS. JORDAN: I noticed that in

2012 your company had a big write-off of
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goodwill. Can you explain what brought that

about?

MR. WYND: Sure. Pentec, as a
company, has three divisions. A renal
products division -- and they basically take

care of end-stage renal disease patients who
are undergoing dialysis. And we provide a
nutritional supplementation to those patients
who are undergoing dialysis. So this
write-off was on the other side of the
company.

The Medicare reimbursement for
that line of business took about an 81 percent
decrease in the reimbursement for our products
overnight without notice. We thought it was a
mistake, and it was not. And it stunk. So we
had all the appropriate meetings, all the way
up to CMS, all the way up to the very top
levels, nationally, and had centers involved.

But at the end of the day, we
took about an 81 percent haircut on our
reimbursement on about 80 percent of our line
of business on the renal side. So that
significant write-off in 2012 was all about

our reimbursement from Medicare on a very
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important line of our business.

MS. JORDAN: Thank you.

MR. WYND: Sure.

MS. JORDAN,: One more question,
Mr. Chair.

MR. JOHNSON: Certainly.

MS. JORDAN: Mr. Elrod, can you
tell me if your client, NHC, has been
approached by any physicians for them to
provide this service in-home that they've had
to turn down?

MR. ELROD: This is Dan Elrod,
on behalf of NHC. I have actually asked that
question myself, and I've been told no, they
have not been approached by anybody about
providing this service.

MS. JORDAN: Thank you.

MR. JOHNSON: Other questions?
We've got two -- and I want to ask one as
well —-- or three. Let me do mine first,
because there's been some discussion about the
Department of Public Health and the letter
they had written. So I don't know who, from
the Department, wants to address it, but you

expressed a number of concerns and those are
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concerns that I think the members of the
Agency might have. And rather than ask
individual questions, perhaps you can do that
and then we'll ask questions of Health,
because it's unusual for us to get such a
letter, and so we want to give the Department
ample time to respond.

MS. BAYLES: Thank you. Good
morning. Julia Bayles, with Health Planning.
Jeff sends his apologies for not being able to
stay. He had a legislative meeting he needed
to attend.

We'd like to start by mentioning
the Tennessee Department of Health's mission
to protect, promote, and improve the health
and prosperity of the people in Tennessee.
And Commissioner Dreyzehner's letter sets out
the Department's concerns regarding the
unintended consequences that may result from
providing these services in the home. As it
has been pointed out, they are currently
provided in physician offices. But the
Department is concerned about the unintended
consequences that may result from providing

these services in the home, as well as the
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overall impact it may have on population
health in Tennessee.

We do have representatives here
today from the Department of Health who will
state those concerns and can answer your more
specific questions. We have Libby Lund, from
the Board of Nursing; we have Jerry [sic]
Grinder, from the pharmacy board; we have Ann
Reed, from Health Facilities; and we have
Andrea Huddleston, who is the attorney for the
professional boards here today.

And so I will now let them come
and speak more directly to the points made in
the letter that deal with their expertise.
Would you like to start, Libby? Or Andrea?
Whoever would like to start. Andrea
Huddleston.

MS. HUDDLESTON: Good morning --
or afternoon. I'm not sure, actually. [I'm].
Andrea Huddleston, with the Office of General
Counsel for the Department of Health. I
supervise an office of attorneys, and we all
work with the various professional boards:
The Board of Medical Examiners, the Board of

Nursing, the Board of Pharmacy, et cetera.
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And I know, as a group, we were all asked to
look at this application. There were lots of
things that piqued our interest, and it was an
unusual situation and did raise several
concerns.

You have the letter from
Dr. Dreyzehner in your materials, I believe.
One of the concerns —-- and possibly the
biggest concern -- had to do with the drugs
that are going to be used in the intrathecal
pain management [and] how they're going to be
dispensed and distributed. So that was part
of the concern.

Generally speaking, there is
federal law -- and there's state law on this
as well -- that pharmacies are to dispense
directly to ultimate users; to the patients
themselvés. And I don't know -- it was never
clear to us, I don't think -- and I don't know
that it's been addressed today -- if that's
what's going to happen. We have some
information that that's not the plan and
that's not the approach, at least from the IPM
entity and perhaps from both.

Our understanding is that these
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drugs will be shipped to the nurses themselves
who will pick them up from Fed-Ex or some
entity like, keep them in their homes, and
then transport the drugs to the patients. We
have lots of concerns about that process. We
have concerns about the nurses. These are
dangerous drugs. These are drugs that end up
being stolen and diverted. They have a high
street value. And, again, we're not sure that
that's consistent with federal or state law.
If the plan is for the drugs to
be shipped directly to the patients
themselves, that, I think, would probably be a
preferable model; however, I think that might
then involve the pharmacies needing to be
licensed as manufacturers rather than
pharmacies. Dr. Grinder --
(Inaudible off-the-record
consultation between
Ms. Huddleston and unidentified
speaker.)
MS. HUDDLESTON: I understand
for them to ship it to the nurse, they would
have to be licensed as a manufacturer, which I

don't believe either of these entities are
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right now. And, again, under any
circumstances, there are concerns about
diversion and safety in that situation.

We did not have available to us,
at the time, policies related to issues about
personnel training and oversight. We've heard
a little bit about that training, but it
doesn't sound like there's an extensive
training program. And I don't believe we've
heard anything about oversight, particularly
as regarding drug diversion and drug screening
for the nurses who will be perhaps
transporting these medications and injecting
them.

I do believe there has been some
discussion about which compounding pharmacies
will be used and whether they'll be out of
state. At least with the IPM entity, it's
understood that there will be an out-of-state
compounding pharmacy, in which case our Board
of Pharmacy inspectors -- they cannot travel
out of state to inspect those compounding
pharmacies.

You've already heard from

Mr. Elrod about the recent article and study
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from the American College of Occupational and
Environmental Medicine that indicates that
these devices are really not recommended,
because there are questions about their
efficacy.

In addition, I believe you have
heard some comments about whether or not the
IPM entity has been operating without a
certificate of need and without a license for
some period. I don't know if they would care
to answer questions about how long they've
been practicing. I know there were questions
about numbers of patients and the need for
this service, and it seems to me, if they've
already been servicing patients, they probably
have additional information to provide in that
regard.

So, again, we have Libby Lund,
from the Board of Nursing, Ann Reed, from the
Board of Health Care Facilities, and Dr. Terry
Grinder, from the Board of Pharmacy if you
have any additional gquestions.

MR. JOHNSON: Well, there may be
some. We had -- let's see. Dr. Fleming had a

question, Ms. Burns, and Mr. Doolittle.
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If you have one pertinent to the
Department of Health, why don't you ask it
now.

MR. DOOLITTLE: Yes, I do. The
Pentec applicant says that they havé, if my
notes are correct, 2,800 patients in other
states in the United States. Presumably, they
are operating under whatever the regulatory
guidelines are of these several states. And I
don't think I have any information on that,
but in the course of your examination of this
application and in raising your concerns, do
you know of anybody in the Department of
Health that contacted other states where
either of these applicants provide services to
find out, you know, how things work, what the
protocols are, you khow, regulatory issues, or
otherwise?

MS. HUDDLESTON: Andrea
Huddleston, with the Department of Health.
I'm ﬁold our -- the IPM application came
first, and that is the application that we
looked thoroughly at. I understand the Pentec
application came later. So we have not had

any conversations with any other licensing
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entities across the country to see about
whether or not they're using similar models
and whether or not they believe those models
meet federal and state rules.

MR. DOOLITTLE: But as a general
point, I mean, in your examination of this
business segment, was there any working
knowledge of other jurisdictions that allow
this, and the pros and cons incuired in

MS. HUDDLESTON: For the IPM
application, I know there were some
conversations with -- the Massachusetts Board
of Pharmacy, I believe?

UNIDENTIFIED SPEAKER: New
Jersey.

MS. HUDDLESTON: -- the New
Jersey Board of Pharmacy.

Dr. Grinder, can you address
those conversations?

DR. GRINDER: Terry Grinder. I
am a pharmacist and an investigator with the
Tennessee Board of Pharmacy. I have had
conversations with the New Jersey Board of
Pharmacy, as well as some different offices of

the DEA. And as far as the delivery process,
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the DEA has issued a statement to me saying
that if they deliver to the nurses, then they
would have to be licensed as a manufacturer;
however, as a compounding pharmacy, they are
supposed to dispense to the patient.

Now, I was told that there was
an understanding in New Jersey with their
local DEA office that they viewed this model
as more beneficial to the patient, so it was
basically not enforced there.

MR. DOOLITTLE: Okay. Anything
else on any other jurisdictions? You know,
general research or otherwise.

DR. GRINDER: (Shakes head.)

MR. DOOLITTLE: Thank you very
much. _

MR. JOHNSON: Dr. Fleming.

DR. FLEMING: Just to clarify,
while I really appreciate the commissioner's
letter about the issue of efficacy of the
pump, obviously, in 80,000 instances in the
country, the physicians felt that they were
efficacious, because they put them in. I
mean, so the question of efficacy is

debatable, depending on the patient's unique
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situation and unique needs.

So as a physician, I just want
to throw out there that I appreciate their
opinions -- and maybe time will tell that they
aren't as helpful in the long-term as we think
they might be, but if you have one more
patient with chronic pain that doesn't have to
go to the doctor every month, that's not a
small deal, just to throw that out as a
commentary. And just from a federal oversight
standpoint, these are FDA-approved pumps.

They are FDA-approved for implantation into
patients for pain control. Correct?

DR. GRINDER: Yes.

MR. JOHNSON: Ms. Burns.

MS. BURNS: My questions will be
for Ms. Hess, please. Ms. Hess, can you
provide a brief overview of your training
program for the nurses? Pentec provided a
little bit more of an overview in their
application than you did in yours.

MS. HESS: Yes. Melissa Hess.
Yes, absolutely. I'd be happy to do that. We
use our training protocol based on Medtronic's

guidelines, because, I think as I spoke
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before, Medtronic is the largest manufacturer
of the pumps. And the SynchroMed, which is
the Medtronic-manufactured pump really has the
lion's share of those 80,000 pumps throughout
the country.

So we really we emulate
Medtronic's training. We look at the pump
mechanics; we look at the patient; we look at
all the medications; we look at refills; we
look at programming. You know, everything
that we utilize to train is straight from
Medtronic. And the reason being is because
Medtronic made the pump. They have set the
guidelines; theykhad to seek FDA approval. So
there's no reason for us to change the
training as to how Medtronic has set it forth.

In addition to that, I have made
a lot of extra safety checks in addition to
what Medtronic has recommended in their
policies for the pump. For example, the
nurse, if they do any sort of programming
other than a simple change in reservoir, any
programming out of the norm, the nurse is
going to call the on-call nurse and review

that. Because the nurses are in the home by
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themselves. ' You know, even though we're doing
a great thing in the home, we don't have a
nurse, as on a hospital floor, to check a
heparin drip. We don't have one to run
somebody a calculation by. But the model with
IPM does offer that. We offer nursing and
pharmacist's assistants at just via a phone
call.

So part of our training is to
really look at how else we can eliminate
potential errors. Because nurses are humans,
and we have -- we're gonna make mistakes. You
know, I can't stand here and, in good
conscious, say that I have never made an
error, but the safety checks that IPM has in
place really make it impossible to leave the
patient's house without identifying and being
able to fix the error.

For example, we have what's the
telemetry. It's a printed version of what the
nurse has done to that pump. Once they've /
read it and if they've done any programming
and then updated the pump. Basically, the /
pump doesn't do anything without us being

programmed [verbatim]. So it looks at flow
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rate, calculations, and dosages and things
like that. 1It's a huge math equation is what
the intrathecal pump really, in essence, 1is.

So when the nurse is in there

doing any programming -- if they're making any

changes to the initial programming that was
initially read when the nurse got there and
read the pump, then what the nurse does is to
review, line by line by line, that telemetry.
And that sounds very simple, but for me to go
thrbugh every line -- and there's, I would
say, you know, 50 lines -- it's reviewed with
the patient or it's reviewed with the
caregiver if the patient isn't able to really
cognitively understand the review.

So as a last line before that
nurse walks out of that house, the IPM nurse
reviews every portion of that telemetry to
make sure it's perfect. And if, by a slim
chance, you know, the reservoir volume should
have been 19 and for some reason I push 17
because the lighting is dim, that's found
then. So we have that chance.

We also review all of the

medications with the patient. We look for
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color, we look for clarity, we look for
concentration, we look for concentration, we
look for any sort of sediment. It's reviewed
with the pharmacy when the nurse gets to the
patient's home.

So we have a lot of actual
safety checks. And really what we teach our
nurses at the very end of it -- I'm not sure
if anyone is a nurse here -- as a nurse, if
there's anything -- any portion of you that
doesn't think something is right, they're
instructed to stop. And that sounds really
basic, but everything has to be perfect.

And I think I said it before:
There's no room for error with this therapy.
We're looking at a catheter -- I mean, an
accesé port, roughly, I'd say, usually, the
tip of a pencil head or & pencil eraser. So
everything has to be exactly the way it should
be expected, and if it's not, the nurses stop.

MS. BURNS: So what is the
length of your training before you actually --

MS. HESS: The length of --

MS. BURNS: -- have a person go

out?
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MS. HESS: Using three to six

weeks, depending on the nurse. Yeah. And
then, you know, some nurses need longer. And
then I'1l1 be honest with you: Some nurses

just never fully get what I need them to get.
But it's definitely three to six weeks. And,
you know, for the first week, it's book
training. They have to understand every
component of the pump. They have to
understand why there's a .22 micron filter in
the pump.

They need to understand not just
the refill procedure but how it works with the
patient. And they need to understand the |
potential red flags that could occur with this
therapy. Every once in a while a catheter
will become dislodged. So if a patient has
had a couple of increases and they're not
getting pain relief, the nurse needs to sit
and do some critical thinking and call-the
doctor and say: "Geez, I've just done two 10
percent increases and they're still at a
seven. I think maybe, you know, we're gonna
recommend they come in and see you, because I

think something -- I think you want to look at
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this more.”"™ So thatfs really what our nurses
are trained to do.

(Inaudible off-the-record

consultation between Ms., Hess
and unidentified speaker.)

MS. HESS: (Directed at
unidentified speaker.) Yeah. Good call.
Thank you.

I also want to just let everyone
know the training protocol, once the nurses --
we've actually graded the level of access for
our pumps. You could have a bump, ma'am,

Ms. Burns -- and you're lean, you know, so a
pump could be visible. And then a doctor
could put a pump in an individual who has é
little bit more adipose tissue in this
abdominal area and you don't even know it's
there. So the level of difficulty plays a
huge factor on the success of -- of
successfully accessing these pumps.

So IPM has graded them -- Level
1, 2, and 3 -- and that's based on palpation,
it's based on being able to palpate all three
sides, depth, and things like that. So until

the nurse is able to go fully on their own,
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they have to be witnessed three times with
each access level. And that's something we've
added on, in addition to Medtronic.

MS. BURNS: Another question:
How frequently do you actually see the
patients? Mr. Elrod pointed out that you had
said 12 times a year and Pentec said six times
per year. So how many times are patients
actually seen?

MS. HESS: Good question. I'm
Melissa Hess, again. Sorry. Well, really it
depends on the patient and how long they've
had their pump. I don't like a patient to go
more than two and a half, three months without
seeing a nurse, because they have that full
nursing assessment if there's some things we
didn't catch. If a pump is new, it could be
every week. If a pump has been established,
it could be every two months based on, again,
medication concentration and the volume of the
pump and the daily dose.

So I estimated 12. Some
patients are gonna be under; some patients are
gonna be over. But that was my estimation,

for that reason. A newer pump really is gonna
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take more time to what we call titrate it or
to get to a therapeutic level, and when you're
dealing medication directly into the spinal
column, you really want to go slow.

So a doctor in a doctor's office
might say, "Ms. Smith had a really hard time
getting here. I'm gonna go ahead and do a 30
percent increase, because she's here," but an
IPM model I could have a nurse go every week
and do a 10 percent increase and maybe she
only needs a second one because we brought her
pain level down two points which was our
therapeutié goal to begin with. So the model
is a little different, but -- I hope that
answers your question.

MS. BURNS: And you have, but I
guess my concern is, based on Ms. Jordan,
you're not planning on having a lot of nurses,
and you're covering 95 counties. I can't
imagine that you could go see a patient every
week. And then that begs the question, as far
as patient assessments: Seeing a patient
every month or two months, to me, is really
not giving a full assessment of the patient

versus a home health agency, routinely -- you
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know, patients are seen every week. So just a
little bit of contradiction there, you know,
is what I'm seeing there.

And I don't know if you or
Mr. Putrino need to explain your actual
process -- the Department of Health brought
this up -- you know, the transporting, the
dispensing, the pharmacy consultation, the
administration; Jjust that whole process. I
really have a lot of concern and questions
about that.

MS. HESS: Yeah. Absolutely.

MR. PUTRINO: Let me do that.

MS. HESS: Oh, okay.

MR. PUTRINO: Hi. I'm Roy
Putrino. First of all, in addition to the
nursing, this is not training that the nurses
would get in the doctor's office, so you'll
have a higher skill level in the home, and,
also, all of our nurses get follow-up tréining
every six months. So they must come to New

Jersey, and they must go through the training

-again and again, and we look for little flaws.

As far as the distribution of

the drug, this is a highly sensitive drug.
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There's no preservatives in this. So anybody,

if they open that box -- if I send it to the

patient's home and they leave it in an exposed

area, it could be a problem. Now, here in

Tennessee, they want us to send it to the
patient's home. We have already wrote that
policy, and it's in the application.

So we have already complied with

that. We feel it's perfectly acceptable, and

it will be sent directly to the patient. 1It's
still a doctor's order, and we will be

an as-—-needed

delivering it on, you

basis. So they won't
three prescriptions.

time for their refill
so it'll be delivered

we use an in-house --

know,
be sitting there with
They'll be -- it'll be
in maybe a day or t;o,
to their home. But if

in-state pharmacy, that

procedure will be even easier.

Did you want to say something?

MS. HESS: Yeah. I was just
hoping --

MR. PUTRINO: [This is] Melissa
Hess.

MS. HESS: Yeah. I'm Melissa
Hess. Ms. Burns, I was hoping -- I should
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have said this before, and I apologize -- to
expand on the training and to just maybe give
you a better understanding of the level of
training that the IPM nurses have. The
doctor's office nurses are wonderful. You
know, they look at a lot of different
therapies, and they run back and forth all day
long, but they don't have the knowledge level
that the IPM nurses are gonna have, just
because they aren't able to focus on it iike
the IPM nurses do.

The idea of the sole focus with
the IPM model, I think, is really one of the
most important things that we do. The idea of
understanding all those mechanics, like I
talked about, understanding the three levels,
understanding the medications, understanding
the potential red flags. The doctors -- the
nurse in the doctor's office, and even
sometimes the NPs and the PAs, they can't
immerse themselves in it like an IPM nurse
can.

So I think that's really, really
important for me to bring up; that, you know,

patients can go into a doctor's office and
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sometimes, you know, we can run doctor -- the
programming. You know, I have often gone in
and helped the doctor do the complex
programming. Just because I have the luxury
of doing it Monday through Friday, and I
happen to love it -- but also they, you know,
the doctors, do just a small portion of this,
generally, in their practice -- that the level
of nursing and the level of expertise that IPM
can bring can really be invaluable. So I hope
that helps. Thanks.

MS. BURNS: Back to, I guess,
Mr. Putrino -- I assume you'll come back and
explain the dispensing and the pharmacy
consultation that's required in Tennessee and
that type of thing. Just explain the process
for that, please.

MR. PUTRINO: Well, the
pharmacy --

MR. AUSBROOKS: Please state
your name.

MR. PUTRINO: Oh, Roy Putrino.
The pharmacy has just received, from the Joint
Commission, the consulting dispensary

accreditation, just this month. Our
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pharmacists and nurses in our monitoring
center work very closely with the physicians
on tailoring these prescriptions. We also use
the input from the patients. So we are
constantly on the phone with them determining
what levels of pain they are having, what was
their reaction from the last changes, and
along those lines.

We monitor their oral

medications as well, and we also are -- we
also work with the PTM machines -- which is
"Patient Therapy Manager" -- which is

basically the bolus piece of this external
pump. Basic Home Infusion programs it,
marries it to the pump, and monitors it so
that we can go ahead and, you know, use that
to determine the basal rate of the therapy and
how many boluses they should be having.

So there's a lot of consultation
going back and forth. And we didn't really
apply for that consulting degree
accreditation. They came back with it to us.
And so as far as dispensing, again, to
Tennessee, which is the only one that actually

requires us to go to the -- send it to the
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patient's home, we're more than happy to do
so. But I just want to forewarn you that this
is a preservative-free item, and it goes in
the spinal cord.

You know, my nurses will have in
their home a particular safe area, that
we supply with cabinets, where that stuff will
be stored safely. Even before they go to do
it -- to do the refill -- they must call the
pharmacy and go over each piece again over the
phone as the final check. So there's a lot of
things that get involved there, but we'll do
it from the home. We'll call from the home
when we get there and make sure that
everything is done properly.

That's really the whole scope.
Is there something -- was there something
else?

MS. BURNS: That's okay. I'm
just -- you know, routinely, when you go in
and pick up a prescription, you know, [they'll
say], "Are there any questions?" and the
pharmacist is available to answer that. 1Is
the doctor providing the overview of the

medication prior to the patient even --
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MR. PUTRINO: ' Well, the doctor
definitely introduces the situation -- so the
pump; a change of drug; a change of a
combination drug -- and you have to remember
that of the seven drugs that we use, only
three are approved by the FDA. And of those
three, once they are put into combination with
other drugs, they are also off label.

So over the 14 years that I have
been doing this therapy, since the early
trials in '91, we have compiled tremendous
data; compendiums of them. So physicians feel
it necessary to call us even when it's not
their patient on conversions from morphine to
fentanyl; the ingredients that can be mixed
with them; what ére the increased gradients;
what are the boluses.

So we have a lot of data, and
we've even taken it a step further. We are
now drawing back what's in the reservoir,
taking it back to New Jersey, and we're doing
stability testing, which is going to'be coming
down, I think, in the 800 Standards. But
we're already doing that, so we can go back to

them. Since there's no compendium that will
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tell you the stability of this -- if I mix two
drugs together that are 60 days and 60 days,
it's ~-- you know, some people think it's 60
days, but it's not. It's more like 40 days.

And we have now the methods
with -- you know, with analyzers and mass
spectrometers that will now tell us the
stabilities of these drugs, and we're giving
that information back to the physicians. And
what we're seeing is even better outcomes,
because, now, what they thought was hopeless
was the fact that the drug wasn't getting
there and they were, in their minds, thinking,
"T have 20 cc's. That's good for 100 days" --
because that's the volume -- but it was really
only good for 40. And one by one, people are
dropping off of Percocet and all of the other
oral meds; even the baclofen. You know,
that's really where we found that from.

MS. BURNS: Okay.

MR. PUTRINO: Thank you.

MS. BURNS: And changing
subjects now, can you explain your charges?
Mr. Elrod, again, pointed out that your

charges appear to be much less than Pentec's.
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Can you --

MR. PUTRINO: Yes, they are. We
don't bill for materials, first of all. It's
all included in our per diem. Unlike our
competitor, all are -- I'd say 90 percent of
our cases are all under contract, which means
the prices are dictated to us. They're much
lower than carving out. And I don't know if
you know what that term means. It means that
if you don't have a contract, you go out of
network and you.bill outside of there.

So they can bill maybe twice
what we bill, but we are under contract
with -- our organization is under contract
with all of the major insurance companies: --
Humana, United, the Blues, Aetna -- and the
reason that they have chosen us is that our
model works. Our hospitalizations on our
census is 0.2 per year compared to whatever
theirs are, and some vary from two to three
times a year. So we're going in the hospital
once a year, and they're going in the hospital
two or three times a year. So that model
drives those insurance companies to say:

"Let's take this regional contract and make it
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national.” And that's exactly how this rolled
out for us.

You know, we realize that it's
more than just filling the pump. It's
everything around it. And I want to address
what the gentleman said there regarding not
having a full picture. We do have a full
picture, but we don't want to impact all of
the other agencies in this state or in any
state. That's why we bring them in when there
are issues. And they are the experts in those
issues, and that's why we bring them in.

They know how to handle wound
care, and UTIs, and things like that. We are
focused on this, but our nurses do a full
assessment. But other than that -- I'm sorry.
I went off topic there. /

MS. BURNS: All right. I'm
almost through..

Mr. Wynd, please.

MR. PUTRINO: Thank you.

MS. BURNS: Thank you.

MS. HESS: Can I -- I'm sorry.
I'm not sure if this is the time --

MR. AUSBROOKS: State your name.
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MS. HESS: Melissa Hess. Sorry.
I was hoping -- it really ties into the
training. I was hoping just to get another 30
seconds. When Mr. Wynd had spoke regarding
doctors wanting them -- Pentec -- to come to
Tennessee and they're not able to -- that, you
know, Roy was seeing patients in that area --
how that rolled out is that a doctor's office
oftentimes don't have the training, the
nursing staff, to really effectively assist
these patients. They have often sometimes
inherited them from doctors who have retired,
or who have left the area, and they're really
trying to help the individual, but they don't
have the resources to do that.

So in that situation, what Roy
and Basic Home Infusion did decide to do was
to use an independent contractor, in addition
to the MD needing the services. So I was just
hoping to clarify that. I didn't want that,
like, a big elephant in the room, because, you
know, our goal to be here for IPM is to really
introduce this and to be effective and to work
within your State Health Plan. Thank you.

MS. BURNS: Thank you.
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Okay, Mr. Wynd.

MR. JOHNSON: Do you have
others?

MS. BURNS: For Mr. Wynd.

MR. JOHNSON: Oh, okay. I'm
sorry.

MS. BURNS: So you've heard IMP
talk about the availability to use compounding
pharmacies within the state of Tennessee.

Have y'all considered that or are you still on
using the out-of-state pharmacies?

MR. WYND: Hi.

MR. AUSBROOKS: State your name.

MR. WYND: Doug Wynd. No. We
have not considered that. And, most likely,
we would not entertain that modei. We feel
very confident in our delivery system. "And
Cliff can talk more about that; if you're
interested in how we particularly do it and
how -- our nurses are an extension of our
company and our pharmacy.

So the regulations who state
that you have to deliver it to the end user in
a state, through our legal advice, through the

channels and the regulatory processes that we
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have asked, you know, about our model -- about
our nurses, you know, hand-delivering it to
the patient and saying, "Here's what it is,
this is what I'm gonna do, and that's the
delivery of the medication to the patient" --
that's been sufficient.

And, frankly, in the industry,
the idea to ship the medicine to a patient and
then have the patient brown-bag it back
into -- either to the physician's office or to
have it waiting there for a nurse to show up
to inject it is fraught with high levels of
concern. So everything from diversion,
obviously, to the product becoming riddled
with all kinds of infection or contaminants,
and you just -- you lose control of that
thing.

So while there may be some
bodies that suggest that's a right way to go,
regardless of whether it's a physician -- and,
frankly, the patients themselves -- the
patients don't want highly concentrated
narcotics in their house, because they live in
the wild. They live wherever they live. And
if people know that there's highly
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concentrated narcotics with street values of
who knows what, that then subjects them to
safety risks.

And so we heretofore have not
considered that, and those would be our
initial concerns with doing a brown-bag
situation with these types of medications for
those patients. We'd be happy to, you know,
discuss that further, but I think that's where
we will probably net out, because that's,
again, in the industry, brown-bagging these
medications. And having it sit around in
uncontrolled situations, you lose that,
especially in light of the fact that our
model, where our nurses are an extension of
our pharmacy delivering it to the end user,
kind of settles that issue.

MS. BURNS: Okay. And one more
quick question for you, and then I want to ask
Mr. Grinder and Ms. Huddleston what their
thoughts are on that. You have in your
application that Coram had announced recently
that it's discontinuing this service
nationwide. Do you know why? Would you have

any comments on that?
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MR. WYND: They didn't state
publicly -- well, now off the record, now on
the record [verbatim], it's because it wasn't
profitable for them to reach the critical mass
to do. Everything it takes to manage these
patients appropriately, even from the pharmacy
level, to do all the things that Roy just
spoke to in terms of the calculations and the
medications and all the background knowledge
that is required of a pharmacy, Jjust to create
the medication -- an appropriate medication,
to go in the syringe -- is a challenge.

And then to have the nursing
staff -- if you don't have the nurses that
have enough patients to do this regularly,
it's a very intimidating procedure, not only
just to find that little bitty access port but
to inject the medication, hoping that you're
in the port. And if you're not, you could --
you're looking for signs of, you know,
respiratory distress. And then when you push
the "Go" button on the program -- you know,
you have to program everything in and then you
hit "Go," and if you didn't do that right and

if you don't have the expertise to do that
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every day, it's very intimidating.

So off-the-record comments from
the Coram folks that I have spoken to at the
national level, they have said that that's why
they're getting out.

MS. BURNS: Okay. Thank you.
And I just wanted to give Dr. Grinder or
Ms. Huddleston either one an opportunity to
respond to that in regard to medications being
dispensed to the home versus to the nurse.

MS. HUDDLESTON: Andrea
Huddleston, for the Department of Health.

Yes, diversion from the patient is always a
concern. That's the traditional model, of
course. The patient goes to the pharmacy and
has oxycodone pills dispensed; takes that home
and puts it in their medicine cabinet.

Obviously, that's the
responsibility of the physician to educate the
patient about that concern, and we're -- I
think the pharmacists, as well, probably try
to engage in education about that. But when
you dispense to the nurse, now you've added
another way for diversion, and in multiple

levels, I would imagine.
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I'm not sure, again, how the
drugs get to the nurse and then how the nurse
keeps them. I've heard some conversation
about(that, but I've also heard from some
other folks that perhaps the nurses are just
told to -- generally speaking, that they
should just secure them in their home and are
not provided appropriate facilities to do
that. And then, of course, when the nurse is
transporting the drugs in their car. There
are multiple levels of diversion danger there
as opposed to just the patient having the
drugs at home.

MS. BURNS: Okay. That's all.

MR. JOHNSON: Dr. Fleming, and
then Ms. Austin.

DR. FLEMING: 1I've got a quick
question for the NHC HomeCare folks. Is there
anybody in your home care agency with the same
level of training and comfort to do this care
in the home?

MS. OWENS: Pam Owens, [with]
NHC HomeCare. We haven't had any call to
train our nurses or to -- I've just started

investigating, with these applications, this
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whole provision of this service. But not at
this time; we don't have anybody.

MR. JOHNSON: Ms. Austin.

MS. AUSTIN: This question is
for IPM. Can you-all speak to the accusation
of your company already servicing patients in
Tennessee without -- [with] the lack of a CON?

MS. HESS: Absolutely. My name
is Melissa Hess. IPM is not seeing patients
at all in Tennessee. But I think I tried to
explain that before, and I apologize if I
didn't do it succinctly.

Basic Home Infusion, who Roy is
also the CEO of -- and, I believe, a 70
percent owner -- does independently contract
with a nurse and a couple of physicians in
Tennessee for the provision of intrathecal
services. But IPM isn't, no. No, ma'am. And
that would be against our plan, definitely.
Thank you.

MR. JOHNSON: Mr. Doolittle.

MR. DOOLITTLE: Just a couple of
quick questions, starting with Mr. Elrod. I
don't think I heard you say that NHC provides

this service; is that correct?
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MR. ELROD: Oh, no. And, in
fact, I think we made it plain that we don't.
I'm sorry. Dan Elrod, on behalf of NHC.

Ms. Owens just answered Dr. Fleming's
question, that they have not had any calls to
do so, so they haven't done so.

MR. DOOLITTLE: Got it.

MR. ELROD: Right.

MR. DOOLITTLE: Okay. The first
application indicates that there are about 300
users of these pumps in the state of
Tennessee. And I'm going to ask the other
two, but is there any reason to believe that
most of those are done somewhere other than
the physician's office? I mean, is there
obviously another company floating around
whose name hasn't been mentioned today?

MR. ELROD: I don't think
so, Mr. Doolittle. I think the physicians'
offices are where they're being done. And
it's interesting, on that point, that the
Pentec application actually listed five groups
of physicians, including four neurology
groups, that they had been in contact with,

and yet they could produce no letters from any

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com

184



O 0 J o U & W N =

NN NN NN R R RO R R R e
U W N H O W O a0 WN R O

VOLUME I
MARCH 25, 2015

of those physicians documenting that somehow
these patients weren't getting served. So I
think it is happening in physicians' offices,
basically.

MR. DOOLITTLE: Okay. Well,
what I want to focus on very quickly is the
economics of this. Do you have any way of
estimating what it costs to provide this
service in physicians' office? Because we
have, you know, apples and oranges comparisons
in the application, which I'm going to get to
with the other -- with the applicants in just
a second. |

MR. ELROD: We don't have any
information about what the physicians' charges
are, No, we don't. I'm sorry.

MR. DOOLITTLE: Okay. Thank you
very much.

Ms. Hess —-- economics,
quickly -- the number that I see in the
application is a $200 fee, and it specifically
excludes the cost of the compounding. And
then I think in either your testimony or the
other gentleman's, you mentioned that it -- it

was mentioned a per diem. Add it all together
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and tell me what the aggregate cost is per
visit on an average basis.

MR. PUTRINO: Well, let me =--

MR. AUSBROOKS: State your name,
please.

MR. PUTRINO: Roy Putrino. Let
me just begin by saying that this is a wide
spectrum you're asking, because it's not just
the refill. 1It's all of the other pieces
around it: The hospitalizations, the
emergency rooms, the transportation. So you
have to get all of those numbers together. I
don't think that UnitedHealthcare would have
given us a contract if it wasn't
cost-effective at this point.

So for me to answer that
question, I would have to get stuff -- a lot
of stuff here, but I don't -- I mean, Humana,

as well [as] BlueCross, I don't think they

"would engage me if it was going to cost them

more money.
MR. DOOLITTLE: Well, here's the
issue: I am one of three consumer reps on
this panel.
MR. PUTRINO: Okay.
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MR. DOOLITTLE: And so I am, of
course, concerned about consumers, about the
payors, and the cost of health care in the
state. I am going to try to get an estimate
of what it costs to have this done in a
doctor's office. Your opposition over there
has given us a number which I think is
something on the order of $2,343 as an average
cost. So what I'm trying to find out is, it's
not 200 versus 2,300 or whatever the correct
number was --

MR. PUTRINO: That's correct.
And we're -—--

MR. DOOLITTLE: Give me a zip
code.

MR. PUTRINO: Okay. Probably
about half, I'm gonna say, because we don't
have the same per diems. My per diem is
contracted, so it's much lower. So we work
within the realm of that.

MR. DOOLITTLE: Okay.

MR. PUTRINO: So we aon't really
have those higher per diems.

MR. DOOLITTLE: I got it.

MR. PUTRINO: Oh, sorry.
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MR. DOOLITTLE: Yeah. I'm not
pointing fingers.

MR. PUTRINO: ©No. I understand.

MR. DOOLITTLE: I'm just trying
to get apples and apples and apples.

MR. PUTRINO: I'm sorry. i -5

MR. DOOLITTLE: And I'm missing
the physician piece, but -- §

MR. PUTRINO: Yeah. I don't
have the physician piece. And, you know,
there's a study being done now called "The
Burden of Care," and there's a lot of stuff

that the physician does that doesn't get paid

for.

MR. DOOLITTLE: Let me ask
you -- )

MR, PUTRINO: Like the
oversight.

MR. DOOLITTLE: Let me ask you
one other additional questions. What other
states would this sort of service be much more
pervasive, since it doesn't exist, to any
great extent, in the state of Tennessee? You
know, what are the other states -- whether or

not you all are there, because I'm gonna ask
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Mr. Wynd the same thing -- what are the other
states that we could benchmark our information
on this?

MR. PUTRINO: West Virginia;
mostly if you went to the northern states,
because, apparently, multiple sclerosis seems
to be in the colder areas. More densely
populated areas, like Chicago, New York City,
Philadelphia, those kind of areas, it woula be
even more.

MR. DOOLITTLE: So you would say
that those -- you know, you could hold those
states out as where this is a more routine
service than it is in the state of Tennessee?

MR. PUTRINO: I would say it's
more common. It's still an orphan therapy.

MR. DOOLITTLE: All right. Got
it. Thank you very much.

MR. PUTRINO: You're welcome.

MR. DOOLITTLE: Mr. Wynd?

MS. HESS: I was just -- this 1is
Melissa Hess. I was just hoping to add
something onto what Roy said. When you look

at the cost at their doctor's office, we'd

also have to remember not just what the
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doctor's office bills, but the ambulette that
the individual has to take to and from their
home to have that done. So there are a lot of
other costs that are involved with the MD
office model that are very hard to
extrapolate. So I just wanted to bring that
to your attention.

MR. DOOLITTLE: No. 1
appreciate that.

MS. HESS: Thank you.

MR. DOOLITTLE: Unfortunately,
we don't have that information. But, you
know, $1,500 péer diems —-- I mean, the nurses
could be riding in limos.

MR. WYND: They are not.

MR. DOOLITTLE: Or flying in
private planes.

Mr. Wynd?

MR. WYND: Yes, sir.

MR. DOOLITTLE: 1Is my $2,343
estimate —-- or your average in your
application -- is that an all-in number?

MR. WYND: Doug Wynd, with
Pentec Health. It is an all-in number, and if

that number varies from -- we gets zero
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reimburseﬁent for providing the exact same
care with the exact same medication to
probably in excess of that, depending on what
the insurance company deems the value of the
services that we're providing to be for their
particular patients. So they figure out what
it's worth, and they tell us what they're
willing to pay for it, and then we reach an
agreement as to what those payments are.

MR. DOOLITTLE: So you have a
contract model much like -- |

MR. WYND: Absolutely, yeah. We
have, I'm sure, similar and, if not, greater
contracts, because we're licensed in more
states. But one thing that was not addressed
was, you know, what does it cost the patient.
For Pentec, as a general rule, it never costs
the patient any more for us to go to their
home than it would be for them to pay a co-pay
in the physician's office.

So they're all in. So they
don't have to do whatever it takes for their
caregiver to take off work, or take an
ambulance or whatever to get to the doctor's

office. We do all of that for them.
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So for a patient-specific, what
does it cost, it's no more than it would have
cost in the physician's office, but -- [if]
you ask what they would be willing to pay for
it, it's substantially more, but we never ask
them to pay more than what they would in the
doctor's office.

MR. DOOLITTLE: The last
question --

MR. WYND: Sure.

MR. DOOLITTLE: ~— 1is [about]
geography.

MR. WYND: Yes, sir.

MR. DOOLITTLE: What are the
states that you would hold out as having
these -- not orphan, but, you know, slightly
more common than the state of Tennessee?

MR. WYND: So let me address the
number that is being tossed around. It was
estimated that there might be two or three
hundred patients in the marketplace on IPM's
application. The reality, in terms of our

proprietary market research that we have done

in the state, is -- it's closer to 2,000.

There's about 1,900-plus patients that we
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referenced, in our application, that we've
uncovered, via proprietary market research,
are patients who have those implanted pumps in
the state.

In terms of reference sources,
like when the Department of Health was -- if
they wanted to talk to other people that are;
you know, using our model or they were using
our model in their states, evéry state that
borders Tennessee is a state that Pentec 1is
currently licensed and doing business in, with
the exception of Arkansas.

So every other state that
borders Tennessee, we're doing it. We have
gone through the surveys, and the next step in
the process is to get a license, and then
their whole policies and procedures get
investigated and looked through, sifted
through. And we have been approved in every
other state that borders Tennessee. And I
hope that is a good reference point for you.

MR. DOOLITTLE: And what about
states that you're not even seeking business?
In other words, they mentioned New York, and,

you know, Chibago; the state of Illinois. I
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mean, with regard to Pentec, are those states
where this is a more common procedure?

MR. WYND: Correct. And it's
very interesting. I live in St. Louis myself.
In St. Louis, even though we have two major
medical centers there, in neither medical
center, with their interventional pain
management fellowships, do they use the pumps.
They don't -- they don't do it. And it may be
that it's more like what the commissioner's
comments were on line 8 of his comment; that
the therapy might -- you know; it is still in
question. In other parts of the country, it
is more readily used.

So it varies. And sometimes the
place is where you would not really suspect,
because it's not necessarily geographically
based where there's a high density in
population. But it's more so where the
physician -- where he or she trained, and what
he or she brings back to the community, and
their passion for getting patients off of
these, you know, high doses of oral products,
who tend to create great toxicity, and implant

a pump which could then reduce the toxicity
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and give better outcomes for the patient.

MR. DOOLITTLE: Thank you very
much.

MR. WYND: Certainly.

MR. JOHNSON: Other questions?
Ms. Jordan.

MS. JORDAN: This is for the
Department of Health. In the opening
comments, you mentioned the concern about the
unintended consequences of providing these
services in the home. Have we adequately
addressed that? 1Is that basically the concern
about how these drugs are dispensed, if
they're dispensed to the nurses or directly to
the patient, or are there other concerns that
the Department of Health has?

MS. BAYLES: Julia Bayles,
[with] Health Planning. The unintended
consequences is very much based in the article
from the American College of Occupational and
Environmental Medicine. That is an
association that Dr. Dreyzehner is a fellow
of, and that is an article that he found
helpful as a reference point. As it seems --

based on comments from the applicants, there
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seems to be, you know, certain doctors [who]
are more likely to pursue this service in the
home, but we did have information from at
least one doctor in Tennessee who does
intrathecal pump services who was not
interested in the home health intrathecal
model.

So there are certainly diversion
concerns, whether it's to the nurse, or
directly to the patient, or -- I mean,
diversion is a problem with these types of --
these opiates and very dangerous medications,
no matter what, but there are also safety
considerations, and quality considerations,
and those sorts of questions, [that] are
difficult to control if they're in the home.

So that's another really
inmportant aspect of it, and that's kind of
encapsulated in that quote from the article as
well. The article specifically -- I mean, it
talks about the costs and the invasiveness of
the therapy and other adverse effects.

So it is about diversion, but
it's also about those safety and quality

issues, and it's this, kind of, big picture of

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com

196



W 0 N o s W NP

NN NN NN R R R oR R R R e
U B W N FH O W © J 6 O & W N B o

VOLUME I
MARCH 25, 2015

concerns. And it looks like Andrea Huddleston
would also like to comment.

MS. HUDDLESTON: Andrea
Huddleston, from the Department of Health.

And also just to mention the concern raised by
Mr. Elrod, we were also concerned about the
fragmentation of care here. And this is not
particularly on point, but given that we don't
have a lot of information about the number of
physicians that would be willing to refer to
this kind of service, and given that we -- I'm
not sure how much information we have about --
accurate information that we have about the
number of pumps being used in Tennessee, the
number of physicians who implant those pumps,
the number of physicians who have really
excellent knowledge about those pumps and
their ability to service them on their own in
their office, much less having this done at
home where the physician is not able to
exercise that level of supervision.

So, again, that sort of
fragmentation, I think, we were also concerned
about that as well.

MS. JORDAN: Okay. One
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follow-up: I think I probably know the answer
to this, but, obviously, there is a lot of
well-founded concern about compounding --
compounded medications. Does the Department
of Health have any idea where the medications
are coming from now that these doctors who use
these pumps -- where they're obtaining these
compounded drugs? Do we have any idea?

MS. HUDDLESTON: I don't know
that we have an ability to find out that
information.

MS. JORﬁAN: I didn't think you
did, but I just wanted to ask. Thank you.

MS. HUDDLESTON: And, also, back
to your original question, we had talked
earlier, I think, about the training for the
nursing who will be engaging in this activity.
There's been some discussion about that. I
believe the application -- the IPM
applicatién -— acknowledged that this is very
technical, very invasive, and requires an
excellent skilled base. And given that there
are not formal training programs, currently,
that's part of the concern for this to be

particularly done in a home health
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environment.
MR. JOHNSON: Other questions?
(None noted.)
MR. JOHNSON: Other questions.
(None noted.)
MR. JOHNSON: Well, seeing none,
it's time for summation. Mr. Elrod? First of

all, [it's] three minutes max, and we need to
stick to that because of the timing. And you
are to do or your designate is to do
application number two first and then the
first application.

MR. ELROD: Okay. So let me
just -- excuse me. Do I do both summations
now?

MR. JOHNSON: You can do them
both at the same time or separately.

MR. ELROD: Perfect.

MR. JOHNSON: Either way.

MR. ELROD: Both at the same
time. And I'm Dan Elrod, on behalf of NHC
HomeCare, and I appreciate the Agency's close
attention to this. And I really think that
the volume of questions that have been asked

really kind of make our point. And there are
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so many questions about this, including a
number of which that are unanswered, as
demonstrated by the exchange between the
Department of Health and Ms. Jordan, that
that, by itself, justifies -- well, it fails
to justify approval, and so it would thus
justify denial.

Going back also to Ms. Jordan's

questions, she asked about why couldn't they
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OS> W N R O VW ® J 60 G & W N B O

comeup withphysicians—who—would—somehow
quantify what we're talking about. And as I

indicated earlier, the Pentec application, on
page 81, lists five physician groups that they
talked to; four neurology groups and one other
group of physicians in Knoxville, Memphis, and
Chattanooga. And none of those physicians
produced any letters to quantify patients, or
say "We have a need for this," or "We want the
home health model," even though they've been
in touch with them.

Both of these are extensions of
compounding pharmacies who have an incentive
to, you know, really sell as many of their --
as much of their product as they can. There's

nothing wrong with that, but I think the
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Agency needs to understand the kind of -- what
underlies this model.

You know, IPM says they're
gonna —-- that they would use an in-state
compounding pharmacy, but based on the
questions by Ms. Jordan about where the
doctors are getting their drugs now, I don't
think there's any way for the Department of
Health to actually police that condition, if
it were there. And so, you know, that -- I'm
not suggesting that they would deceive the
Agency. I'm just saying, after it -- if it
were approved, there would be no way to really
know that for sure going forward.

Both result in fragmentation of
care. And, you know, IPM says, Oh, they will
be happy to work with home health, but they
have, heretofore, not been made any outreach
to home health, and as far as we know, they
haven't been in contact with NHC which
operates statewide. They haven't indicated
they've had any conversation with any other
home health agency about how they would
coordinate care. And, in fact, they say

repeatedly in the application and otherwise,
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"We focus on the intrathecal pump, and that's
it."

If the need emerges for this in
a home setting, in a home care model -- if the
physician community in the state gets behind a
home care model, the home health agency, which
is very -- or home health agency industry,
which is very vibrant and strong in this
state, will emerge organically to address that
need. And that's the way this should happen,
because that's the model in which the whole
patient would be taken care of and not Jjust a
very narrow focus.

And so for all those reasons, we
would encourage the Agency to deny both of
these applications. Thank you.

MR. JOHNSON: Okay. Thank you.

Mr. Wynd, you're up; a maximum
of three minutes.

MR. WYND: Yes, sir. Doug Wynd,
with Pentec Health. And I'll just summarize
it this way: I hope you'wve heard that there
is a need for this service in this state.
Again, there's about 2,000 patients who have

these pumps. We're forecasting that there's
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about 40 patients that will end on service
with us at the end of our first year. And 40
patients may not sound like a whole lot to a
lot of people in the room, but those 40
patients matter, and the impact that we can
have on any and every one of those individual
40 patients in that first year will be
dramatic. And if they were here to stand up
and tell you that, they would urge you to
allow us to come see them in their home.

Our training for our nurses 1is
second to none. If it's a 90-day training
program, a lot of nurses don't make it out,
but at the end of the day, when they get
through that ANCC-accredited training progranm,
our nurses know their stuff, and it's a
tremendously valuable service to provide to
the patients.

OQur pharmacy, again, is a
closed-=loop system, in terms of risk for
diversion. And all of our policies and
procedures -- I'm sure those would be
investigated if we move through the CON
process and go to the licensing stage, and

when we go through our surveys, you-guys --
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I'm sure the State will look at all of our
policies and procedures, and they'll be
satisfied, like all of the other states that
we're in, about the way we control diversion
and risk of diversion for the patients.

And, lastly, in terms of orderly
development of health care, for broader access
to health care for patients, I'll go back to
what I said in my initial comments about the
way that we view the patient market. We're
not gonna carve out your TennCare patients.
We're not gonna carve out the Medicare
patients.

Our book of business across the
country are in markets in which both companies
compete, but just my business selective -- or
my business solely, about half of my patients
I don't get fully reimbursed on. And that's
something that we will do here in Tennessee,
and I think that, you know, contributes to the
orderly development of health care to these
patients who, right now, have to go to --
[from] wherever they live or wherever they
reside, however they need to get there -- to

their physician to get refilled.
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And we would love for the
opportunity to come here, with the appropriate
regulatory approval, to be here in the state
to service the patients here in Tennessee. So
thanks for your consideration and thanks for
your patience, all of y'all.

MR. JOHNSON: Ms. Hess?

MR. PUTRINO: Roy Putrino, to
address some of the issues from the Board of
Health. Probably the majority of the drugs
are from Florida. That's where we see that
they come from. I am not familiar if there
are any compounding pharmacies that provide
this service in Tennessee. |

Also, as far as the article
goes, they have one article. I could probably
bring you at least five that show the
significant importance of having this therapy.

I don't want to leave without
telling you the importance of the nursing
network across the country. If you use, as
this gentleman here has said, a local
community physician to handle the patients,
what happens there is that when that -- that

patient is trapped now in that area. They
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can't leave that area, because this is a
continuous infusion.

In addition, if that physician
goes on vacation, what are they to do?

What's -- the hospital is not going to be able
to handle it. That's why this network works
so well. That's why it's great to have these
nurses trained through the whole -- throughout
the country.

And there were a lot of
problems, and those companies are gone. And
that's where you see those problems; that's
where you see the pocket-fills; that's where
you see the wrong drugs given. And the Corams
and the Walgreens and the Aprias are all gone.
They all have left this field. There's only a
few of us left, and the few that are here are
doing a great job. And we -- you'll see those
values start to increase.

And, basically, you know, the
big issue here now is patient care. And,
again, I don't want you to think it's
fragmented. It's actually coordinated far
better than it would have been. These

patients normally would stay at home and not
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say anything. They would say, I can't go to
the doctor's office, so I'm not gonna do it.
But, meanwhile, if they know they can get to
the monitoring center and they ¢can get that
information, they can get that problem
coordinated. And that's what we do. Thank
you very much.

MR. JOHNSON: Thank you.
Discussion by the members? Dr. Fleming, and
then Ms. Burns.

DR. FLEMING: I'm sorry. I
can't hesitate to at least insert that, from a
physician's perspective and from a patient
advocacy perspective, there's a small group of
patients who are in desperate need for help.
Chronic pain is one paramount in the national
health organizations in the country now as a
need. It's the fourth vital sign. I mean, so
pain management is not a small deal, and for
folks in chronic pain, this opportunity could
be life-changing.

I'm not a pharmacy regulatory
person -- and this is not a legal statement --
but from a physician's perspective, I can

guarantee that there are patients that would
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benefit from this concept, and I am an
advocate for them.

MR. JOHNSON: Ms. Burns.

MS. BURNS: I'm honestly having
a hard time with this application. I really
don't think we have enough information. And
that's not to say we didn't have tons of paper
to review, but it would have been really nice
if the applicants had provided information
from the states where this is going on, or if
they could have had a doctor come in and talk
to us, or if they could have provided, you
know, information from those physicians. It
could have been really nice if the Department
of Health had gone out and talked to other
states to have more information for us.

I'm just having a really hard
time knowing, you know, what we need to do.
Is it right for the patient? Probably, it is.
Do our home health agencies need to be doing
this? Probably not. As a nurse, I cannot
imagine being a home health nurse and only
doing this two or three times a -~ you know, I
mean, once every two or months. My competency

level would not be there, and it would
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probably be of more harm to the patient than
good for them.

So I'm really having a hard time
with this application, not knowing if we
really have enough information to really make
an informed decision.

MR. JOHNSON: Mr. Doolittle.

MR. DOOLITTLE: I'd like to echo
Ms. Burns' concerns. What bothers me the
most -- and I inherently think that this is
probably a good service that ought to be
licensed in the state, but it does strike me
that the Department of Health does not have
nearly enough information to get comfortable
with it, and also to see, most particularly,
where it is being done successfully in other
states in volume, what the pros and cons are,
and what are the things to look out for.

And so I really do think that it
is tough for us to license a new service which
is only being performed, apparently, by
physicians on a home health basis, without
having the overall regulatory authority in the
state feel comfortable that when it goes into

service, it's going into service in the

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com

209



o 00 N o O W N R

N N NN NN R R R RO R s
O & W N B O W ® J & U & W N B O

VOLUME I
MARCH 25, 2015

correct manner. And we can learn from other

‘state's mistakes. Thank you.

MR. JOHNSON: Other discussion
by the members? Mr. Wright.

MR. WRIGHT: And I think I would
just add to that: On a scale of 95 counties,
it would be problematic with the information
we have.

MR. JOHNSON: 1I'll just make one
comment. I think Ms. Jordan brought it up
originally and others had amplified the need
question. That's not well-defined. We don't
really know. Usually in these kinds of
things, there's an outcry publicly before we
ever see it and before, perhaps, the
Department of Health would see it. And there
may be an outcry, but if it is, it's hidden.
And I think that gets back to the lack of
information that we have. And so I too am
conflicted.

I understand as a consumer rep
that patients do need this service, and some
are probably not capable of getting to
doctors' offices regularly. And they're the

ones that need the help the most. The others
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can make it and it works for them. They're
getting help now. It may not be convenient
for them. Also, I think the cost numbers have
been all over the board.

As we get into this, we have
some options in terms of what we do as an
agency. And this is part of the discussion,
so I just want to sort of lay it out; what our
opportunities are. We could approve one, two;
one or two of the applications. We can deny
both or one. Or the one we haven't ever
discussed, as far as 1I'm concerned, is we can
defer this until we get more information.

I think that would --

Mr. Counsel, is that a legitimate motion, 1if
we choose to do that?

MR. CHRISTOFFERSEN: It can be
done.

MR. JOHNSON: Pardon?

MR. CHRISTOFFERSEN: It can be
deferred for -- or they can be deferred for up
to 90 days.

MR. JOHNSON: For how many?

MR. CHRISTOFFERSEN: Up to 90

days.
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MR. JOHNSON: Thank you. So
those are our options, as I see it. And at
this point, I haven't seen anything that would
convince me to vote for either applicant right
now. There are a few things that would
convince me to vote against it, just because
of the lack of information. However, I don't
want to -- I don't feel like I would want to
decline a service that's needed because I'm
reluctant to get the information to make it
possible.

So those are our options, as we
go forward. So further discussion by the
members? Mr. Wright, and then Mr. Gaither.

MR. WRIGHT: Mr. Chairman, the
other thing I'd like to add: The need is not
something I struggle with as much as I do with
the lack of information that helps me make a
determination about the orderly development.

I think that's my biggest concern.

MR. JOHNSON: Mr. Gaither.

MR. GAITHER: This is for legal
counsel. So if we defer, are they allowed to
present -- how does that work? Does everybody

get to present more information, or does the
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application stand on its own and you ask
questions? I'm just trying to understand.
Because the need would have to be addressed
with additional information, not just more
input from the Department. That's got to be
some additional paper or something?

MR. CHRISTOFFERSEN: If this
were to be -- or if one or both of these -- I
assume both -- were to be deferred for a
period of time, there wouldn't be any point in
doing it without looking at new information;
therefore, I would expect that the applicants
and the opposition and the Department of
Health and Agency staff would all have the
opportunity to explore some of the questions
raised by the Agency.

As a matter of fact, the more
guidance the Agency could give, if they were
to do it, as to exactly what they want

answered -- though I think if that evidence

‘had been clear anyway, it would be helpful.

MR. GAITHER: T think that's
where I was going, is we would have to tell
you what we really want to know on that.

MR. CHRISTOFFERSEN: That would
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be helpful.

MR. JOHNSON: Other discussion?

(None noted.)

MR. JOHNSON: Well, one further
comment, that the Department addressed that we
haven't talked much about, is the abuse issue.
Tennessee is not the most abusive drug state
in the country, but it's one of them. It's

probably in the top ten. And that's a

concern.
MS. HILL: We're ranked two.
MR. JOHNSON: We're ranked two?
MS. HILL: I think so.
MR. JOHNSON: Okay. So it is a
concein and a big concern. And I don't see --

unless we're able to regulate this situation
in a reasonable way, I don't see that getting
any better because of what we might do. So I
think that needs to be addressed too, if we
should agree to defer.

Ms. Austin?

MS. AUSTIN: I guess it's just
my understanding that we've already deferred
these applications once for extensive

questions by the Department of Health and by
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the HSDA staff. I'm just not sure -- and they
weren't able to provide, still, the
information that was outstanding. I just
don't know how much more they're gonna be able
to give us at this point.

MR. JOHNSON: Well, I don't know
either, but I suspect that they probably have
a better direction of what questions the
Agency has after today than they had before we
talked about it. So it seems to me the
questions are pretty specific now. Probably
less than five or so big theme-type questions
that need to be answered. And I think the
minutes will show what those are, and we can
summarize those.

Other discussion?

(None noted.)

MR. JOHNSON: Well, if there is

none, a motion is in order to do one of three

things. We can one, two, defer, neither --
and/or approve neither. So those are our
options. So a motion is in order.

MS. HILL: For Implanted Pump

Management first.

MR. JOHNSON: Pardon?
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MS. HILL: IPM is the first one.

MR. JOHNSON: Oh, I'm sorry. I
need to say that we need to deal with these

separately, not collectively. So we'll deal

with Implanted Pump Management first, and then

we will do Pentec separately.

So a motion is in order.

MR. DOOLITTLE: May I ask --

MR. JOHNSON: Mr. Doolittle.

MR. DOOLITTLE: I have a
question of the chairman. TI think it's only
fair that we try to delineate exactly what
we're looking for. Is it possible for us to
supplementally deliver a letter to the
applicants and say: We've got the following
five areas that we'd like -- and the
Department of Health -- five areas we'd like
you to elaborate on? 1Is that possible, or do
we have to invent this right now?

MR. JOHNSON: Ms. Hill?

MS. HILL: Certainly,
Mr. Doolittle. If your decision is to defer
the application, then it certainly would be
appropriate to delineate the information that

you are looking [for] from them; otherwise,
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you would be, you know, voting to approve or
deny something.

MR. DOOLITTLE: Okay. Well,
that's my question. Can we supply it, you
know, in writing supplementally?

MR. JOHNSON: Mr. Christoffersen,
do you have additional -- you looked like you
were about to answer.

MR. CHRISTOFFERSEN: Yes.

MR. JOHNSON: Other questions or
discussion?

(None noted.)

MR. JOHNSON: A motion is in
order for Applicant No. 1, which is Implant
[Pump] Management. Mr. Doolittle.

MR. DOOLITTLE: Regarding
Implant Pump Management, CN1407-027, I move
that we defer this application for up to 90
days to solicit additional information on
specific subjects to be transmitted to the
applicant in writing within the next week, and
the same set of questions for possible
additional information be transmitted to the
Department of Health for additional research

on their part.

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com
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MR. JOHNSON: That's a proper
motion. Is there a second?

MS. BURNS: Second.

MR. JOHNSON: All right.
[Seconded by] Ms. Burns. Please call the
roll.

MR. AUSBROOKS: Jordan?

MS. JORDAN: Yes.

MR. AUSBROOKS: Flora?

DR. FLORA: Yes.

MR. AUSBROOKS: Gaither?

MR. GAITHER: Yes.

MR. AUSBROOKS: Wright?

MR. WRIGHT: Yes.

MR. AUSBROOKS: Doolittle?

MR. DOOLITTLE: Yes.

MR. AUSBROOKS: Burns?

MS. BURNS: Yes.

MR. AUSBROOKS: Austin?

MS. AUSTIN: Yes.

MR. AUSBROOKS: Fleming?

DR. FLEMING: Yes.

MR. AUSBROOKS: Byrd?

MS. BYRD: Yes.

MR. AUSBROOKS: Johnson?

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com
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MR. JOHNSON: Yes.

MR. AUSBROOKS: Ten "yes."

MR. JOHNSON: The motion passes.
The application is deferred for up to 90 days.
And I will ask the Department to put a time on
it, based on other applications to be heard,
and the timing that you think the information
can be gathered. I don't think it'll be 30
days, but it may not need to be 90. So we
will address that question with the staff.

All right, then. A motion is in
order for Pentec. Mr. Doolittle.

MR. DOOLITTLE: Regarding Pentec
Health, Inc., CN1411-046, I make the same
motion that the application be deferred for
consideration for up to 90 days to allow the
applicant to address a few additional requests
for information and that a similar request,
perhaps with additional things, be transmitted
to the Department of health.

MR. JOHNSON: That's a proper
motion. Is there a second?

MS. BURNS: Second.

MR. JOHNSON: Seconded, again,
by Ms. Burns. Please call the roll.

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com
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MR. AUSBROOKS: Jordan?

MS. JORDAN:  Yes.

MR. AUSBROOKS: Flora?

DR. FLORA: Yes.

MR. AUSBROOKS: Gaither?

MR. GAITHER: Yes.

MR. AUSBROOKS: Wright? .

MR. WRIGHT: Yes.,.

MR. AUSBROOKS: Doolittle?

MR. DOOLITTLE: Yes.

MR. AUSBROOKS: Burns?

MS. BURNS: Yes.

MR. AUSBROOKS: Austin?

MS. AUSTIN: Yes.

MR. AUSBROOKS: Fleming?

DR. FLEMING: Yes.

MR. AUSBROOKS: Byrd?

MS. BYRD: Yes.

MR. AUSBROOKS: Johnson?

MR. JOHNSON: Yes.

MR. AUSBROOKS: Ten "yes."

MR. JOHNSON: The motion passes.
The application is deferred for up to 90 days,
with the same stipulations about

communication.

MESCHELLE MANLEY DEEN, LCR, CCR
256-303-3362 - manleydeen@yahoo.com
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FARRIS BOBANGO, PLC

ATTORNEYS AT LAW
Nashville - Memphis

HISTORIC CASTNER-KNOTT BUILDING
618 CHURCH STREET, SUITE 300
NASHVILLE, TENNESSEE 37219

(615) 726-1200 telephone : (615) 726-1776 facsimile

Rachel C. Nelley Direct Dial:
rnelley@farris-law.com (615) 6874231

May 22, 2015

Ms. Melanie M. Hill

Executive Director

Health Services and Development Agency
Andrew Jackson Building, Ninth Floor
502 Deaderick Street Nashville, TN 37243

RE: March 25, 2015 Deferral of Implanted Pump Management, LLC (“IPM”)
Certificate of Need Application #CN1407-027

Dear Ms. Hill:

Please allow this letter to serve to follow up the filing of the above-referenced
certificate of need application and as a response to your correspondence dated April 2,
2015, wherein additional information or clarification was requested.

1. Based on the information provided by the Tennessee Department of Health, it
appears implantable intrathecal pumps may not be safe. Please provide expert opinion
on the safety and efficacy of the pumps.

Response: Please refer to the enclosed letter from David L. Caraway, M.D.,
PhD, the Medical Director at the Center for Pain Relief at St. Mary’s Regional Medical
Center in Huntington, West Virginia included as Attachment 1. Dr. Caraway’s
Curriculum Vitae and a list of his publications are also included. Additionally, an
overview of intrathecal drug delivery for chronic pain literature prepared by
Medtronic, pump manufacturer, is included.

2, Describe in detail the safety of refilling the pumps in the home versus a physician
office. Who refills the pump in the physician office setting ...... is it the physician or a
nurse or someone else? If someone other than the physician, detail the oversight
provided by the physician.

Response: Refilling the intrathecal pumps in the homecare setting rather than
in a physician office setting provides significant safety advantages. While a physician’s



office will generally designate one RN, NP or MD to be responsible for all of the pump
refills prescribed for the patients of the practice, that practitioner will typically have
less training in both theory and the mechanics of the intrathecal pump and less
experience in comparison to the nurses refilling the intrathecal pumps in the homecare
setting under the IPM model. In a physician’s office, the pump refills represent only a
small portion of the designated clinician’s responsibilities. It would be impractical for
a physician’s office to engage one full time practitioner dedicated to only pump refills.
Under the IPM model, the nurse refilling a patient’s intrathecal pump has been
engaged to provide services specifically related to intrathecal pump refills. As with
many nursing and or clinical skills, proficiency comes only with experience and
repetitiveness. This proficiency cannot generally be achieved in the MD office model as
it can with the IPM model where the focus of training includes not only the refilling
and required programming of the pumps, but also the mechanics of the system,
potential red flags and education required for the patient. The greater proficiency
available under the IPM model has a direct impact on improved safety because it leads
to fewer mistakes in patient care. Additionally, the safety net available under the IPM
Model improves patient outcomes. A physician’s office typically will not have the
tickler system in place or the staff and resources avatlable to manage alarm dates and
times when the pump must be refilled.

3 Address the risks associated with accessing the spinal port in the home. Provide
any statistics for incidents, adverse events, or reported complications over the past 3
years and the outcomes. Both applicants have noted having a national presence in the
implanted pump market so additional clarification regarding safety issues is needed.

Response: The Applicant would like to clarify that the catheter port (direct
route to the CSF) is not accessed in the homecare management model. Only the
reservoir port (the collapsible pump reservoir) is accessed in the homecare
management model. Although there are errors that do occur in the homecare model,
they are much lower compared to that of the MD office model -- less than 2% pump
pocket complications.

4. Describe when the procedure is clinically contraindicated (when a refill will not
be performed).

Describe in detail how the medications will be protected from theft, misuse, and/or
abuse from the time the nurse receives the medication until it is delivered to the home.
How will the proper use of opiates be monitored and regulated?

Have there ever been incidents of opiate abuse by employees of your company in any of
the other states in which you operate? If so, please describe in detail how those were
handled.

Response: The procedure is not clinically indicated and, thus, not performed,
when the RN is not able to 100% successfully access the reservoir port. This might
occur post-surgical intervention, if a seroma is present, or if the pump has inverted
and cannot be accessed. Any time that a pump cannot safely and efficiently be accessed



the MD will be notified and IPM’s RN will await further instructions from the ordering
MD. It is important to note that, under IPM’s model, each patient will be scheduled
three to five days prior to an anticipated alarm date (i.e., the date that the pump will
alarm due to low volume). IPM has a tickler/monitoring system in place so that pump
refills can be scheduled and occur before the pump volume becomes too low and
triggers an alarm. This advance scheduling helps to ensure that any unforeseen
circumstances such as inclement weather or trouble with successful pump access do
not interfere with the delivery of a patient’s medication — issues can be addressed and
rectified before the patient’s pump begins to sound an alarm due to low volume.

The medications will be delivered to the patient’s home (due to the Tennessee
Department of Pharmacy stating the medication cannot be delivered by the RN) via
FedEx using tamper proof packaging. The delivery will be scheduled the day before a
nurse is scheduled to be present at a patient’s home for a pump refill to ensure the
availability of the medication for the pump refill. Additionally, medication will be
shipped via a double packaging system as a matter of IPM safety policy. If there is any
damage to the inside of the box (where the medication is packaged) the RN will not use
that medication. The medication will be wasted and reordered from the pharmacy.
IPM will also utilize tamper proof packaging for the syringe, caps that can only be
opened once. This will ensure that if any tampering has occurred the RN will visualize
the attempt at tampering and discard the medication. The medication delivery will
also require a signature and never be left at the door. The signature confirmation will
be tracked using a FedEx supplied tracking system. This tracking information will be
kept by IPM for five years.

Tennessee regulators can track the proper use of opiates with the State’s current
dispensing tracking systems and MD prescribing habit monitoring.

Each RN employed by IPM will be subjected to a background check and a drug screen
prior to employment and again at least annually. IPM also reserves the right to
perform additional random drug test throughout the year. Employee participation in
the drug test is mandatory and if refused the employee will be relieved of their job
duties.

5. Emergency procedures were addressed in the applications, but more detail is
requested. What are the emergency procedures if there is an adverse reaction during the
refill procedure? After the procedure is complete and the nurse is still in the home?
When nursing personnel are not in the home? After the procedure, and nursing
personnel have left the home?

Response: Emergency procedures are similar to those that a physician’s office
has in place. The RN will call 911 and monitor the patient’s vital signs and level of
consciousness and perform CPR if clinically required until emergency personnel
arrive. The RN will hand over clinical care to the trained emergency professionals
upon their arrival and provide all pump information to the EMTs. The prescribing
physician would be notified via phone of the event, as well as the emergency room that
the patient was being transferred to. The RN would follow the patient in his/her own



vehicle to the appropriate ER and await any MD orders. In some instances, the MD
wishes the pump to be set at minimal mode or stopped and the IPM RN would be able
to do that. Most ER’s or hospital systems do not have the programmer and or pump
programs to perform this function. If the patient experiences any different or
concerning effects in the home when a RN is not present, they have access to 24 hour
on call staff through IPM and/or 911 based on the severity. The 24 hour line will triage
and help to determine if emergency medical assistance is necessary. The IPM patient
will also be provided with a medic alert bracelet, which in the event of emergency,
provides IPM’s 1-800 phone number and indicates that the patient is receiving
intrathecal therapy. This service provides a quick link for emergency personnel to
ascertain vital medical information quickly.

6. The patient to nurse ratio of 40 to 1 seems unrealistic, especially since both
applicants sought to cover a large geographic area such as Tennessee. How many nurses
would it take to provide adequate coverage in Tennessee, and from where would you
hire these skilled nurses?

Response: The patient to nurse ratio would stay at 40 to 1, but 40 patients
would represent a full time employee (40 hours per week). Based on demographics
and the patient distribution, IPM might have to hire a part time RN in East Tennessee,
and then utilize another part time RN to cover Middle Tennessee. The defining factor
when looking for a RN patient distribution is the distance from the patient to the RN.
IPM will use 180 miles radius as a starting point to define RN patient census.

7 During the March 25, 2015 Agency meeting, Mr. Doug Wynd, Pentec National
Sales Director of Specialty Infusion, stated there were approximately 80,000 individuals
with implanted intrathecal pumps in the U.S, including 75,000 receiving ongoing care
from their physicians and 5,000 receiving care in their homes from licensed home
health agency nursing staff under physician orders. Mr. Wynd noted Pentec was serving
approximately 2,800 of the 5,000 in the home setting (draft transcript, pages 37 and
53). Due to the wide variation in estimates of implanted pumps in Tennessee (I PM used
300 Medtronic implanted pumps while Pentec estimated approximately 1,730 total
pumps) please clarify the difference in the two estimates, and document the basis for the
estimates.

Please identify the number and source(s) of patients that are presently being treated in a
physician's office in Tennessee. Are any physicians expected to stop providing this
service in the office if a home health option becomes available?

Response: TPM’s 300 pump patients figure as set forth in its application is based
on a manufacturer representative’s estimate. Following the March 25, 2015 meeting of
the Agency, IPM contacted Medtronic, the lead manufacturer of intrathecal pumps in
the United States. The company reported to IPM that for the CY14- CY15, 621 pumps
were sold to facilities in Tennessee. From 1/1/14 to 4/23/15, 595 pumps were
implanted in the state of Tennessee. Medtronic has specifically requested that IPM
indicate that the number of pumps will be only from one of the three pump
manufacturers. Although the actual number of individuals with intrathecal pumps in



the state of Tennessee is estimated to be at least three times higher based on one
manufacturer’s data, the actual number of individuals who might benefit from a
homecare management program is estimated to be in the thousands.

8. Please provide testimony (in person or by letter) from physicians with practices
in each Grand Division of Tennessee (East, Middle, and West) who would support this
specialty service in the home, including the approximate numbers of patients needing
this service. Provide sufficient letters to support the service area requested.

Provide letters of support from patients in each Grand Division of Tennessee not
being treated due to not being able to travel to a physician's office as well as from
patients who would find this home option more convenient. Provide sufficient letters to
support the service area requested.

Response: IPM sent questionnaires to various pain management practices
across the State. The responses from all of the practitioners indicated that they would
use a homecare management service to assist in refilling, programming and titrating
intrathecal pump if one was available. Included as Attachment 8 are copies of
responses received from practitioners in Hendersonville, Murfreesboro and Hermitage
(as representative of Middle Tennessee), from Cordova (as representative of West
Tennessee) and from Kingsport (as representative of East Tennessee). IPM did not

have access to patients and, thus, did not obtain these requested letters of support.

9. How often does a physician have to see the patient before these medications can
be refilled?

Response: The frequency of the physician visits required for patients is based on
MD preference and State guidelines. If the individual does not require any oral pain
medications, the frequency will be lower than that individual who requires oral pain
medications in adjunct with the intrathecal pump. The most common approach to
intrathecal pain management is to develop with the patient the overall goal of
elimination and/or a great reduction in any oral pain medications. This approach will
lead to a less frequent need to visit the MD offices in the event that the patient is
receiving homecare services in regards to the intrathecal pump. In short, the
frequency can range from every three months, to twice a year. More frequent visits
would be required if oral narcotics are still being prescribed by the MD.

10.  What is the current estimated cost and payor reimbursement by major CPT codes
pertaining to intrathecal implanted pump refill visits in physician offices in TN? How
does this compare to your cost and reimbursement?

IPM projects an average gross charge of $200/visit while Pentec identified $2,517/visit.

Although total gross revenue of both applicants is very close in Year 1 (approximately
$300K), the difference in projected patient visits results in a wide variance in the
projected average gross charge. Please identify the key components of your rate
structure with related CPT codes used to bill for implanted pump refills in physician
offices, home health, and pharmacy settings. Note: For purposes of comparison, it is



suggested the key components of the proposed rate structure identified in the Pentec
application be used in the response for this question. Specifically, the rate would include
the charges by four basic categories - medications, supplies/materials, nursing time and
a per diem that covers allocated corporate support costs, such as IT, billing, etc.
(transcript, Pentec presentation, page 54-55).

Response: IPM’s structure differs from that of Pentec. IPM is solely a nursing
entity that subcontracts for pharmacy services. IPM will only be able to bill the
nursing visit at $200/visit. The subcontracting pharmacy will bill for the medication
and also for any applicable rate allowed by contract standards. The per-diem rate that
Pentec refers to is a subcontracted service from IPM. The subcontracted pharmacy
BHI, Ohio Compounding, or local Tennessee pharmacies selected will be able to bill for
the indicated per-diem code.

11.  Provide comprehensive state regulations for each state in which you operate this
type program.

How are these agencies regulated by each state, as home health agencies or pharmacies
or as some other type entity? Disclose and discuss any sanctions of existing licenses in
other states in which you operate this type program and provide evidence that your
company is in good standing.

Have you ever been denied a certificate of need or a license (home health or pharmacy)
in any state? If so, please provide documentation such as staff reports, minutes, denial
letters, and/or transcripts.

Response: Please note that, in response to a request from IPM, on May 8, 2015,
HSDA’s Executive Director modified the request for “comprehensive state regulations
for each state” as follows:

Please provide a summary of the applicable requirements in each
state in which you operate intrathecal pumps in the home health
environment with supporting documentation as needed. Please
note whether there are specific CON standards, nurse education
requirements related to intrathecal pumps, or drug transport
requirements, or any other special requirements related to those
states.

Implanted Pump Management (“IPM”), a New Jersey limited liability company, is
currently licensed in Florida, Utah, Kentucky, Virginia and Texas to provide the
specialized skilled nursing services associated with refilling, programming and
titrating intrathecal pumps in the home for patients. IPM has a pending application
for licensure in Colorado. The provision of a single type of home infusion is exempt
from home care licensure in the following states: Alabama, Alaska, Arkansas,
Connecticut, Delaware, Georgia, Idaho, Iowa, Louisiana, Maryland, Massachusetts,
Michigan, Mississippi, Missouri, Montana, Nevada, new Jersey, North Dakota, Ohio,
Oregon, Pennsylvania, South Dakota, Vermont, Washington, West Virginia,
Wisconsin, and Wyoming.



IPM has not been denied a CON. While Florida, Kentucky and Virginia have certificate
of need (CON) programs in effect, only Kentucky requires a CON for the services
provided by IPM. Kentucky granted IPM a CON on November 26, 2014 to establish a
“mobile health service” to provide intrathecal home management in all Kentucky
counties except Fayette, Laurel, Knox and Whitley. A copy of Kentucky’s laws relative
to mobile health services is included as Attachment 11. Summaries of each state’s CON
programs and summaries of the facilities and services regulated by CON laws in each
state are available at the National Conference of State Legislatures (“NCSL”) website
athttp://www.ncsl.org/research/health/con-certificate-of-need-state-
laws.aspx#Regulated

Information about pharmacy and prescription drug regulations in all states is
available at the NCSL website in its 2015 State Legislative Database
http://www.nesl.org/research/health/prescription-drug-statenet-database.aspx. No
laws pertaining exclusively to intrathecal pumps were found.

IPM is wholly owned by Mr. Putrino and managed by him as the company president.
Mr. Putrino also owns a 70% interest in Basic Home Infusion (“BHI”), a Joint
Commission Accredited Specialty Infusion pharmacy located in New Jersey which
provides only medications required for the management of surgically implanted
intrathecal pumps. BHI is licensed in 42 states, but does not provide pharmacy
services in all of these states. In Kentucky, BHI contracts with IPM to provide
intrathecal homecare management services.

A table summarizing the licenses held by BHI and IPM in various states is included as
Attachment 11 along with documentation of good standing.

12.  Did either applicant consider contracting with existing home health agencies to
provide this service? If not, please explain why. In a contractual situation, the services
could be provided under an existing agency's license utilizing IPM or Pentec nurses to
provide the service. Discuss the pros and cons of this scenario and how reimbursement
would differ.

Response:  Subcontracting with an existing licensed home health agency in
the state of Tennessee presents safety concerns similar to those described relative to a
private physician’s office in response to question 2. Given the complex nature of the
therapy, a concentrated, sole focus on the therapy is the only pathway that leads to the
highest success rates in patient care. The traditional home health registered nurse does
not have the necessary proficiency from experience and training because he/she
cannot focus solely on implanted intrathecal pumps. The greater proficiency avatlable
under the IPM model has a direct impact on improved safety because it leads to fewer
mistakes in patient care. Notably, at the meeting on March 25, 2015, the home health
agency that opposed IPM’s application, admitted to the agency members that it was
not “able to perform the therapy.”



13.  Should the Agency determine there is a need for this type specialty home health
agency, would the applicants be willing to consider approval for only half of the service
area requested so that two agencies would cover the state instead of just one? Would the
project still be financially feasible if only a portion of the service area were approved?

Response: Should HSDA determine that there is a need for the proposed
specialized services, IPM would not concede to approval of only half of the state so that
the other half of the State could be served by Pentec. The reason that IPM considers
this an un-safe option is that there is documented proof that Pentec still has an
ongoing investigation with the FDA that illustrates unsafe pharmacy conditions. The
findings on the FDA report of Pentec certainly show similarities to those of the NECC
FDA findings. IPM does not support the introduction of the proposed services by any
company that does not maintain exemplary standards and care in regards to
intrathecal home management.

14.  The final question is for Implanted Pump Management. In the application and
during testimony on March 25, 2015, Mr. Putrino indicated his infusion pharmacy
company, Basic Home Infusion, had licensed pharmacies in 14 states and that IPM
would be operating home health agencies in three states-Florida, Utah, and New Jersey.
Mr. Putrino is quoted on page 16 of the attached transcript as saying "This model has
allowed us to grow to a national level via word of mouth, and it is our desire to bring this
model to Tennessee" and on page 95 as saying "Let's take this regional contract and
make it national." Please explain these comments about going national with only three
not yet operational home health agencies. Is IPM or its sister infusion pharmacy
company providing direct hands-on skilled nursing services in other states directly to
patients via contracts with individual nurses or in some other manner?

Response:

Let me begin by clarifying what the transcript actually says: (Page 16,
lines 2 and 3) “As a Pharmacist, I am licensed in 14 states” A “Pharmacist
license” is issued to an individual. Some States, like Tennessee, requires
that in order for a facility to be eligible for an Out of State Pharmacy
license, the “Pharmacist of Record” must pass a Pharmacy Law exam and
become a licensed Pharmacist in that state. This statement was made to
indicate that as the owner I take full responsibility for knowing the law of
each state, as they all differ. A “Pharmacy License” on the other hand, is
issued to a physical pharmacy and only when the facility has met or
exceeded the requirements set forth by each “Board of Pharmacy”. BHI
currently is licensed in 45 states for Intrathecal therapy.

As to the actual question, BHI is the sister company of IPM and currently,
holds the rest of the licenses to provide RN services in the other states. IPM
was recently established, with the guidance of the Joint Commission, to
better conform to each state’s nursing regulations and streamline the
process. Having a Pharmacy apply for a CON is like putting a round peg
into a square hole. Since both entities have different responsibilities the



policies and procedures are often quite different. Even the surveys are
focused on different aspects, so a pharmacy may only be accredited for
the pharmacy portion and not have any accreditation in the nursing area.
In addition, the financial crossover adds confusion as costs associated
with nursing are often melted into the pharmacy costs, which is often
misleading.

Since the establishment of a separate company for nursing, our
organization has been able to better respond to both the application
process and the ongoing communication between each “Board of
Nursing”.

Should you have any questions or require additional information pertaining to

this application, please do not hesitate to contact me by telephone at 615.726.1200 or by
e-mail at rnelley@farris-law.com.

Sincerely,

Rctchel C. Nelley ??‘%K

Enclosures

cc:  Melissa Hess, Implanted Pump Management
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I, 2 S8 , after first being duly sworn, state under oath that | am the
applicant named in this Certificate of Need application or the lawful agent thereof, that |

have reviewed all of the supplemental information submitted herewith, and that it is true,
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accurate, and complete.
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Sworn to and subscribed before me, a Notary Public, this the ’.Llyr day of _MaM 2015,

witness my hand at office in the County of PASGa1C , State of Fennessee—
NEAv gBesey
NOTARY PUBLIC
My commission expires APR(L (6™ . P20 . BRYNN BEEKMAN
NOTARY PUBLIC OF NEW JERSEY
My Commission Expires 4/16/2020
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NAME OF FACILITY: (MPLAMWNTED PwaP WAAWAGEEN LLC
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applicant named in this Certificate of Need application or the lawful agent thereof, that |

have reviewed all of the supplemental information submitted herewith, and that it is true,
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accurate, and complete.

Sworn to and subscribed before me, a Notary Public, this the [ﬂ"’" day of MaX , 2016 ,

witness my hand at office in the County of PASSALC , State of Tennesseea.
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NOTARY PUBLIC
My commission expires _ ApaaL (L ™ , 2820 . BRYNN BEEKMAN
NOTARY PUBLIC OF NEW JERSEY
My Commission Expires 4/16/2020
HF-0043

Revised 7/02



ATTACHMENT 1



May 12, 2015

To whom it may concern:

‘| am writing as a practicing physician and researcher in the field of intrathecal drug delivery (“IT
pumps”). | have practiced in the neighboring states of West Virginla, Ohio and Kentucky for 20 years and
have published extensively in peer-reviewed journals regarding this therapy and | am a frequent lecturer
to medical societies both nationally and internationally.

IT pumps are a drug delivery device that allows full physician control of dosing. There is little potential
for diversion, abuse or self-administered overdose. Thus, in our region where pain pill abuse and
diversion Is rampant, the opportunity to treat patlents with severe chronic pain without oral oploids by
providing access to this vital therapy Is without question a needed service.

Furthermore, intrathecal drug delivery provides analgesia with much reduced side effects such as
constlpation, nausea and somnolence. The same device is used with baclofen to treat neurological
symptoms such as severe spasticity due to spinal cord injury or muitiple sclerosis. High level evidence
supports the use of IT pumps in pediatric cases for cerebral palsy.

Recently, | transferred the intrathecal pump management of more than 200 patients from my office to a
home care management company. Under my strict prescriptive authority the actual refilling and
programming of the device is accomplished at the patient’s home or Institution, This has been and
incredible advantage to these patients. In some cases, rather than taking long ambulance rides with all
of the assoclated costs and inconvenience these health care providers are able to provide safe and
convenient management of this important treatment.

In-home management has heen praised almost uniformly by my patients who choose to use this service.
Physicians also benefit by having care provided by dedicated nurses with extensive experience and
training and whose exclusive duties are safe pump management,

[ am happy to provide further information or literature references if desired. In fact, | have a publication
in press that reviews outcomes of 100 consecutive [T pump patients who have been completely taken
off oral opioids with improved pain control, reduced side effects and improved safety.

Thank you for taking the time to review this strong recommendation to continue to support IT pump
therapy and to introduce intrathecal homecare management into the state of Tennessee.

Singerely,

th

ary's Regional Medical Center, Huntington, WV.

d L Caraway, MD, Ph
Medical Director

Center for Pain Relief at St.




David L. Caraway, MD, PhD
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Intrathecal drug delivery systems provrde targeted drug delivery for chronic, intractable pain. Please see the brief summary
on pages 15-16. Tlu intent of this oresent dat: r"o ol 1|.'rf ientific liv e i g Lo

-approved labeling (see the product technical manual). Contact Medtronic Coverage and Authorization Servrces at 1-800-
292-2903.

Overview

Opioid receptors were discovered in the central nervous system in the 1970s.'2 Soon thereafter, many studies were showing
that when morphine is infused into the cerebrospinal fluid close to the spinal opioid receptors, it produces analgesia at a
much lower dosage** and with fewer or milder adverse effects than when it is administered systemically.*® Consequently,
intrathecal opioid infusion, or intrathecal drug delivery (IDD),*** has become an option for alleviating chronic pain, initially of
cancer origin and later of noncancer origin, in patients who fail to respond to conventional pain therapies or do not tolerate
systemic opioids due to their adverse effects 612

IDD for chronic pain is achieved with an implantable system that consists of an infusion pump and an intraspinal catheter.
The pump, which has a fluid reservoir, is placed in a subcutaneous pocket in the anterior abdominal wall. The catheter is
inserted into the intrathecal space of the spine, tunneled under the skin, and connected to the pump. The reservoir is refilled
by a needle inserted through the skin. The IDD system in greatest use has a battery-operated pump, which is programmable
with a hand-held telemetry device that can set the pump to deliver a constant infusion, a greater infusion during certain
periods of the day, or a single dose of drug at a specific time or times of the day. Also, the pump can store and telemeter
data on the patient, the drug being infused, the pump's programming, reservoir volume, and performance data, and provide
an audible signal when its battery power, reservoir volume, or temperature are below set thresholds. An IDD system with a
non-programmable, constant-flow pump may be indicated when the infusion rate will be constant day and night.

Implantation of an IDD system should follow a successful trial of intraspinal opioid administration by epidural or intrathecal
injection, or by epidural or intrathecal infusion using an external pump.

Intrathecally administered opioids, such as morphine, can relieve neuropathic pain from irritation of a nerve root or
peripheral nerve, nociceptive pain from irritation of pain-sensitive nerve fibers, and deafferentation pain from destruction
of an ascending sensory system.>'%'3 Morphine and alternatively ziconotide, a calcium channel blocker with analgesic
properties, are the only drugs approved by the Food and Drug Administration (FDA) for intrathecal infusion for pain.

Serious complications of IDD system implantation, such as meningitis and wound infection may occur?##" Intrathecal
morphine can produce generally tolerable and self-limiting adverse effects, most commonly pruritis, nausea and vomiting,
urinary retention, and constipation, due to its direct contact with opioid receptors in the central nervous system. >4 A non-
infectious, granulomatous mass, which has been associated with morphine infusion, can develop at the tip of the infusion
catheter to limit IDD and, if undiagnosed, produce neurologic injury including paralysis.!*'¢

*The Llrerature Review was aurhored by Douglas E. Busby, MD. Dr. Busby, a former Medicare conrracrormedlca/ director, isa Medtron/c consultant.
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) broader term that encompasses oprords and various adjuvant medications.

Literature Review | 4.1.08 |



NEUROSTIMULATION FOR CHRONIC PAIN

Overview (continued)

IDD is widely used in the United States for controlling chronic pain, most frequently failed back surgery syndrome (FBSS). In this
paper, results of studies of IDD, published in the peer review scientific literature, are summarized and reviewed to determine the
effectiveness and cost of IDD.

Effectiveness of IDD for Chronic Pain

Table 1 summarizes 12 studies of the effectiveness of IDD for chronic pain, reported from 1991 to 2006. Although patient selection
criteria varied considerably, all of these studies required that patients have pain refractive to medical or surgical therapies, or have
intolerable adverse effects from systemic opioids. Exclusion criteria included major psychiatric disorders, drug habituation problems
and unresolved issues of secondary gain, which can have a negative impact on pain management.

Most of these studies assessed IDD effectiveness by measuring pain intensity before and after IDD system implantation with a
numerical pain rating (NPR) scale or visual analog scale (VAS). Use of an NPR scale involves the patient giving a numerical assessment
of pain severity usually between zero for "no pain“and 10 for “worst possible pain,’and use of a VAS involves the patient placing a mark
usually on a 10-cm line between 0 cm for “no pain”and 10 ¢cm for "worst possible pain!Many studies also determined the patients'pre-
and postimplantation physical functioning and disability levels, intake of analgesics and satisfaction with IDD.

Table 1 : Effectiveness Data from IDD Studies for Chronic Pain

_Author(s) | Description Results - )
Doleys Retrospective study of three groups of patients with The patients in the IDD group had implantation of a
DM, et al, | FBSS, who were matched on a number of demographic | programmabtle IDD system.
2006." and pain variables, although the average duration of pain

Th follow-up fi h .
was significantly different among the groups (P < 0.01). el S e SR R e N

One group of 50 patients had been implanted with an The average pretreatment pain rating on the NPR scale was
IDD system (IDD group), another group of 40 patients significantly greater for the IDD group than the rehabilitation
had completed a 4-week residential pain and rehabili-ta- | group (P < 0.001), but not the oral opioid group. Follow-up
tion program (rehabili-tation group), and another group | NPRs had decreased by 35.5% in the IDD group, 8.0% in the

of 40 patients had received standard medical therapy rehabilitation group, and 8.5% in the oral opioid group, with the
that emphasized use of oral opioids (oral opioid group). | decrease being significant only in the IDD group (P < 0.001).

| All of these patients had pretreatment pain 2 2 years, In all 3 groups, pain sensation remained in the “moderate”

| which was primarily in the lumbar spine and associated | ;3nge, depression remained in the “mild to moderate” range,

| or not associated with leg pain, was predominantly and disability remained in the “severe” range, with little
nociceptive or mixed neuropathic-nociceptive, andhad | yidence of improved quality of life o physical functioning.

| been treated with one or more lumbar surgeries. The percentage of patients working at follow-up was 26% in
The IDD group had undergene a trial period with the IDD group, 23% in the rehabilitation group and 10% in the
epidural morphine for up to 2 weeks. The criteria for | oral opioid group (P =N.S.).
implantation of the IDD system were = 50% relief [ The IDD and oral opioid groups reported 64% and 52% overall
of pain on an NPRscale, Qgcrease in the use of oral improvements in pain, respectively, which were significantly
analgesics, increased activity level or decreased level of | greater than the 27% improvement in pain reported by the
discomfort with typical activities of daily living orwork, | rehapilitation group (P < 0.001). Treatment was rated “good” or
absence of untoward side effects, absence of significant | sy celjent” by 88% of the patients in the IDD group, 51% of the
psychopathology, and appropriate expectations. patients in the rehabilitation group and 97% of the patients

Effectiveness of the implanted IDD system was evaluated | in the oral opioid group, with the IDD and oral opioid groups
> 3 years after system implantation with questionnaires | differing significantly from the rehabilitation group (P < 0.001).

and a telephone interview by a disinterested third party. | | the DD group, the average level of intrathecal opioid use
Pain was assessed with the NPR scale. The questionnaires | i reased from 3 mg morphine equivalent to 21 mg morphine
were used to evaluate pain sensation, functional abilities, equivalent over the course of the follow-up period.

depression, disability, work status, medication use, health
status and satisfaction with therapy. Whether complications occurred in this study was not reported.
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Table 1 : Effectiveness Data from IDD Studies for Chronic Pain

_Author(s)

Thimineur M,
etal, 2004.®

Description | Results

Prospective study of 88 implantable IDD system Of the 88 patients who had trial IDD, 44 patients had
candidates, whose pain intensity was judged to be severe | implantation of a programmable IDD system and 44

and significantly impacting upon physical condition and | patients underwent unsuccessful trial IDD or for other
quality of life, and conservative therapies for pain had | reasons declined IDD. At 3 years, 38 patients remained in
been exhausted. Also, pain had to be opioid responsive, | the IDD group and 31 patients remained in the non-IDD
with doses required to control pain causing side effects, | group. The newly referred group of 59 patients declined to
and psychological evaluation did not indicate a major 41 patients at 3 years.

ceVRIIE (ISRl At 3 years, pain level on the VAS had decreased by 27% in

All patients underwent a 3-day inpatient trial of intra- the IDD group of patients (P < 0.000001), and had increased
thecal morphine therapy. The criterion for implantation by 7% in the non-IDD group (P < 0.01). These findings were
of an IDD system was = 50% pain relief on a VAS without | reflected in the other pain measures.

Selere ST Elits: At 3 years, anxiety had improved significantly in the

After trial IDD, three groups of patients were formed: IDD group of patients (P < 0.001), and had worsened
IDD patients, non-IDD patients who underwent an significantly in the non-IDD group of patients (P < 0.01).
unsuccessful trial or for other reasons declined IDD, and
newly referred patients who agreed to participate in
the study. All patients received other pain therapies per
standard of care in the practice.

A depression scale and a depression inventory showed

E significant improvement in the IDD group (P < 0.001 and P
| <0.01, respectively), and significant worsening in the non-
| IDD group (P < 0.01 and P < 0.001, respectively).
Effectiveness of the implanted IDD system was evaluated |

i } | At 3 years, physical functioning had not changed
by having IDD and non-IDD patients complete the S . i .
VAS for pain level and questionnaires at baseline and el QTS BRI TS GRS

SR TElinteTaIS.or3 o, Ana newyieieea | However, disability had improved significantly in the IDD
patientseamplete e VAS forpalmleyeliams tie | group (P < 0.01), and had worsened significantly in the non-

: ) | IDD group (P < 0.05).
same guestionnaires at baseline and at 3 years. The | group ( )
questionnaires were used to evaluate functional abilities, | In contrast to the non-IDD group of patients, all of these
anxiety, depression, and disability. parameters had significantly improved in the newly referred

Since this study did not conform to random assign-ment group of patients (P < 0.000001).

of subjects, separate data analyses were conducted for | At 36 months, the IDD group of patients was still “worse off"
each patient group studied. Analyses for the IDD and than the newly referred group were at baseline.

non-IDD groups used the intention-to-treat principle, Pump pocket infections occurred within 1 month
postoperatively in 2 patients, requiring IDD system removal
and replacement after antibiotic therapy. Catheter revision
was necessary in 1 patient due to kinking of the catheter.
Transverse myelitis at the catheter tip was diagnosed in

1 patient at 47 months after implant, necessitating IDD
system removal and high-dose steroid treatment to which
the patient had a good response.
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Table 1: Effectiveness Data from IDD Studies for Chronic Pain (continued)

Author(s)

Description

|
| Results

DeerT, et
al, 2004."°

Multicenter prospective study of 166 implantable IDD
system candidates with chronic low back pain, with or
without leg pain, but with greater low back pain than

leg pain.

Each participating center followed its standard clinical
practice for patient selection, trialing method and

| criteria for definition of a successful trial, implant

method for the IDD system, and postimplantation
therapy.

Effectiveness of the implanted IDD system was
assessed at 6 and 12 months after system implantation
with an NPR scale for evaluating low back and leg pain,
and questionnaires for evaluating functional abilities,
disability, work status, use of systemic opioids, and
satisfaction with IDD.

Of the 166 patients who were enrolled for this study, all had back
pain, and many had more than one cause of their pain, with
66.2% suffering from FBSS, 36.8% from degenerative disc disease,
and 28.7% from radicular leg pain. Patients with back surgeries
had undergone an average of 2.8 procedures.

| Of the 166 patients who underwent trial intrathecal morphine

therapy, 136 (82%) patients had implantation of a programmable

| IDD system. The mean trial duration was 3.5 + 5.4 SD (standard

deviation) days.

| At the 6- and 12-month follow-up evaluations, NPRs had

decreased significantly both for back and leg pain (P < 0.001)
compared to baseline. At 12 months, back pain had declined by
48% and leg pain by 32%.

At 6 and 12 months, improvement in functional abilities had
occurred in 60% and 66% of the patients, respectively.

At baseline, 30% of the IDD patients had minimal-to-moderate
disability and 60% of them had severe disability. At 6 and 12
months, 65% and 73% of the IDD patients had minimal-to-
moderate disability, respectively, and 309% and 22% of them had
severe disability, respectively.

At baseline, 54.5% of the IDD patients (total n = 134) were not
working, 25.4% were retired, 9% had a status of not working,
7.5% of them were working at reduced capacity or hours due
to pain, and 3.7% were working. At 12 months, 68.1% of the IDD
patients (total n = 47) remained at the same work status, 21.3%
had a better work status, and 10.6% had a lower work status.

At baseline, 88.29% of the IDD patients (total n = 154) were taking
systemic opioids. At 12 months 42.5% of them (total n = 75) had
decreased or ceased their use of systemic opioids.

At the 12-month evaluation, 60 of the 75 (80%) of the IDD
patients stated that they were satisfied with this therapy and 65
(87%) of them said that they would have IDD again.

| Adverse events occurred in 23 of the 154 (14.9%) patients who

received IDD system implantation. Of these patients, 21 required
some surgery to correct the problem. Adverse events included
infection (2.2%), catheter dislodgement (1.5%), catheter fracture
(0.7%) and reaction to medication (5.1%).
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Table 1: Effectiveness Data from IDD Studies for Chronic Pain (continued)

Author(s) | Description Results

Raphael Retrospective study of 37 patients who had an IDD Thirty-six of the 37 (96%) patients responded to the

JH, etal, system implanted for mechanical low back pain (LBP) questionnaire, Thirty-four patients had implantation of a

2002.1 or FBSS = 6 months previously and then continued to | programmable IDD system, and 2 patients had implantation of
have the system's pump refilled at the authors’ pain a patient-controlled IDD system. Of the 36 patients, 12 patients
center. had LBP and 24 patients had FBSS, with a median of 2 spinal
Effectiveness of the implanted IDD system was SIPEIEHI B (R g EMS i) Ipeh parient
assessed with a mailed questionnaire that asked The 36 patients had the IDD system implanted for a mean of
patients to rate pain and various quality of life 4.38 + 3.03 SD years (range, 0.5-9.0 years). Medical records of the
measures on VASs. Pain was additionally evaluated for | 37 patients who were sent the questionnaire showed that the
its severity using a 4-point verbal scale for its severity intrathecal drug was diamorphine in all patients, bupivacaine in

("none,"mild,“moderate,’ or “severe”). The questionnaire | 32 patients, clonidine in 27 patients and baclofen in 3 patients.

also asked about analgesic use, general practitioner Pain measures showed significant improvement in both the LBP

I(SE) Xl;tlts,tvggr; sttatus and [Iaat|<jjntt)sat|sfafjt|on V\gth and FBSS patient groups (P < 0.005). The NPR had improved by
- Atter s data was analyzed by aln INgEpEngent 33% in the L8P group and by 47% in the FBSS group.

reviewer, information on the patients'diagnosis, IDD .

system implantation, and subsequent care were Quality of life measures had improved significantly in the FBSS

determined from their medical records. group (P < 0.005), except for work interruption and the effect

of pain on sex life. The same measures had changed in the LBP
group, but not significantly.

Of the 15 patients under age 50, none were able to return to
work before having implantation of an IDD system, but 4 (27%)
patients were able to return to work after implantation.

The median number of general practitioner visits per month in
the FBSS group had decreased from 2.24 pre-IDD to 0.72 post-
IDD (P < 0.05), and in the LBP group had decreased from 2.07
pre-IDD to 0.90 post-IDD (P = N.S).

Overall, IDD was considered worthwhile by all but 1 of 5 patients,
with 26 patients responding that it was very worthwhile, 5
patients responding that it was quite worthwhile, and 3 patients
responding that it was adequate.

| Complications required a total of 10 revision surgeries, 3 due to
| catheter problems, 4 due to pump position problems, 2 due to
infection, and 1 due to cerebrospinal fluid leak.
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Table 1: Effectiveness Data from IDD Studies for Chronic Pain (continued)

Kumar
K, et al,
2001.1°

Results

candidates with severe, chronic, noncancer pain, who
were referred by a multidisciplinary pain management
clinic for possible continuous intrathecal morphine
therapy. All of these patients had pain that was
refractory to conservative management and were
consuming narcotic analgesics regularly when they
entered the study.

Inclusion criteria were known organic benign cause of
pain, poor pain control despite pharmacotherapy and
other pain therapy measures including transcutaneous
electrical nerve stimulation (TENS) or spinal cord
stimulation (SCS), if indicated, and exclusion of
psychiatric illness and medicolegal issues,

All patients underwent trial intrathecal morphine
therapy for up to 2 weeks after having a favorable
response to a double-blind intrathecal morphine test.
The criterion for implantation of an IDD system was

> 50% pain relief on a VAS without undesirable side
effects.

Effectiveness of the implanted IDD system was
evaluated every 6 months after system implantation by
an independent physician, who determined pain relief
with a VAS and pain questionnaire, and documented
activity level and use of drugs in conjunction with
intrathecal opioids. Patients who had = 25% pain relief
on the VAS were considered successful responders to
this therapy.

Statistical analyses used the intention-to-treat principle. |

therapy, 16 (64%) patients had implantation of a programmable
IDD system, Four of the implanted patients had neuropathic
pain, 3 had nociceptive pain, 8 had mixed neuropathic-
nociceptive pain, and 1 had deafferentation pain.

At a mean follow-up period of 29.14 + 12.44 SD months (range,
13-49 months), 14 patients were still receiving intrathecal
morphine. The IDD system had been explanted from 2 patients
because of intolerable side effects.

At last follow-up, 12 of the 16 (75%) patients were considered

| successes in having = 25% pain reduction on the VAS, Also, 7 of

the 16 (44%) patients had = 50% pain reduction on the VAS.

At last follow-up, patients with neuropathic pain had less
pain reduction (37%) than patients with nociceptive or mixed
neuropathic-nociceptive pain (57% and 61%, respectively).
The patient with deafferentation pain had the greatest pain
reduction (75%).

At last follow-up, 9 of the 16 (56%) patients had increased
daily activities after years of leading passive lives. However,
the 9 patients did not have a significant increase in return to
employment.

One pump was replaced because of pump failure and 2 pumps
were explanted due to intolerable side effects of the drug being
delivered. Disconnection of the catheter from the pump in 1
patient was corrected operatively, and infection of the pump
pocket in 1 patient was treated successfully with intravenous

| antibiotics.
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Table 1: Effectiveness Data from IDD Studies for Chronic Pain (continued)

Author(s)- | Descrir;fion

Results

Roberts LJ, et
al, 20012

Retrospective study of 88 patients with chronic
| noncancer pain, treated at 2 pain management centers
| with implanted IDD systems.

‘ All of the patients had received a psychological

i assessment and an intrathecal opioid trial prior to IDD
system implantation. Of the 78 patients for whom trial
data was available, 25 patients had intrathecal infusion,
21 patients had intrathecal boluses, 21 patients had
epidural infusion, 8 patients had epidural boluses, and

| 3 patients had self-administered intrathecal boluses

during their trial periods. The methods used to evaluate

trial outcome were not reported.

Effectiveness of the implanted IDD system was
assessed with a mailed questionnaire, which asked
patients to rate pain relief on an NPR scale, change
of activity levels on a 5-point categorical scale, and
satisfaction with IDD on a 6-point categorical scale,
and to list current use of medications,

Of the 88 patients who had an implanted IDD system, 55
patients had FBSS, with a mean of 4 spinal surgeries (range,
1-18 surgeries). Of the 88 patients, 85 had implantation of a
programmable (DD system and 3 patients had implantation
of a non-programmable, constant-flow 1DD system.

Questionnaires were returned by 67 patients (80% of those
alive) at a mean follow-up period of 36.2 + 2.4 (SD) months.
Pain relief was = 50% on the NPR scale in 40 of 49 (82%)
reporting patients, with the mean pain relief in the 49
patients being 60.0%.

Activity levels had increased in 36 of 49 (74%) reporting
patients. However, work status of the 49 patients had
remained unchanged.

| Current use of analgesic medications by 48 reporting
patients had declined significantly (P < 0.0001).

| Of 51 reporting patients, 43 (84%) patients were very or
moderately satisfied, 2 (4%) were slightly satisfied, and 3 (6%)

| patients were very or moderately dissatisfied with IDD.
Information on technical complications was available on 81

of the 88 (92%) patients. At least one procedure to correct

a surgical problem was necessary in 32 of the 81 (40%)
patients. Complications involving the catheter included
catheter dislodgement in 12 of the 81 (15%) patients, nerve
root irritation in 3 (4%) patients, catheter occlusion in 8 (10%)
patients, and catheter disconnection in 10 (12%) patients. The
pump had to be repositioned in 5 (6%) patients for various
reasons, including pressure on the lower ribs and rotation,
and replaced in 8 (10%) patients due to pump malfunction,
A wound hematoma had to be surgically drained in 1 {1%)
patient. Clinical signs of wound infection occurred in 5 (6%)
patients, with resolution of signs while they were treated
with oral antibiotics. Meningitis in 1 (1%) patient led to IDD
system removal, treatment with intravenous antibiotics and
system replacement.
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Table 1: Effectiveness Data from IDD Studies for Chronic Pain (continued)

Adth;(;) Description

Results

AndersonV, | Prospective study of 40 consecutive implantable
Burchiel K, | IDD system candidates who had been suffering
1999.% | for = 6 months from chronic noncancer pain that
was refractory to medical or surgical therapies, had
sensory loss in an anatomic distribution, and had no
contraindications to surgery, psychopathological or
substance abuse problems, or unresolved issues of
secondary pain.

All patients underwent trial of intrathecal morphine
therapy. Fourteen patients received an intrathecal
injection and 26 patients received an epidural infusion
for 2-3 days. The criterion for implantation of an IDD
system was = 50% pain relief on a VAS.

Effectiveness of the implanted IDD system was

assessed at 3, 6, 12, 18 and 24 months after system

implantation with questionnaires or otherwise

| telephone contact, to determine pain relief, functional
limitations, coping level, disability status, and systemic
medication intake using VASs and question forms. The

| collection and analysis of data were performed by an

unbiased observer who was uninvolved in patient care.

8 | Literature Review | 4.1.08

Of the 40 patients who underwent trial IDD therapy, 30 (75%)
patients had implantation of a programmable IDD system.
Ten of the implanted patients had peripheral neuropathic
pain (from arachnoiditis, thoracotomy, radiation or other
chronic peripheral nerve irritation), 1 patient had nociceptive
pain (from coccydynia), 15 patients had mixed neuropathic-

| nociceptive pain (from FBSS in 14 patients), and 4 patients

| had deafferentation pain (from stroke, limb amputation,

| paraplegia or rhizotomy).

| Pain levels assessed with VAS were significantly decreased
| at all evaluations in the 24-month follow-up period (P =
0.002). At 24 months, 8 of the 22 (36%) patients who could
| be followed had = 50% pain reduction, which was reflected
in the pain questionnaire. Inclusion of 5 patients who
continued IDD therapy but were lost to follow-up yielded a
24-month success rate of 30%. The comparable data for >
25% pain reduction were 50% and 419%, respectively.

Pain-related functional limitation, ability to cope with
pain, sleep, social activities and inactivity levels all showed
improvement or a trend toward improvement throughout
follow-up.

Before IDD therapy, 14 of the 30 (47%) patients were
considered disabled, and after 24 months, 7 of 20 (35%)
patients were considered disabled, and 13 of the 20 (65%)
patients were not disabled (p > 0.05).

At study entry, 28 of 30 (93%) patients were taking systemic
opioids regularly, and at 24 months, 6 of 20 (30%) patients
were taking systemic opioids to supplement intrathecally
infused opioids. The remaining 14 (70%) patients were using
intrathecally infused opioids as their only analgesic.

Five of the 25 (20%) patients reported 7 device-related

complications that required 5 repeat operations, Catheter

migration in 2 patients, catheter obstruction in 1 patient, and

cerebrospinal fluid tracking along the catheter with seroma

‘ formation in 2 patients were corrected without further
complications. Pump malfunction in 2 patients, in 1 patient
due to pump rotation with coiling of the catheter, led to
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Table 1: Effectiveness Data from IDD Studies for Chronic Pain (continued)

Autho_r(s)“ |

Description

Results

Brown J, et al,, i
1999.22 I

Retrospective study of 38 patients who had an IDD
system implanted by the same surgeon for intractable
noncancer pain = 3 years previously.

| All of these patients had undergone 2-3 epidural
| steroid injections to rule out a significant inflamma-

tory component of their pain, followed by a single
epidural dose of morphine to ensure appropriateness
for an epidural morphine trial. The trial had lasted, in
general, up to 2 weeks. The criteria for implantation of
the IDD system were: = 50% relief of pain on an NPR
scale; increased activity level or decreased level of
discomfort with typical activities; absence of untoward
side effects; absence of significant psychopathology;
and appropriate expectations.

Effectiveness of the implanted IDD system was
evaluated with questionnaires and a telephone inter-
view by a disinterested third party. Pain was assessed
by having patients rate their pain on the NPR scale over
a 6-month period. The questionnaires were used to
evaluate pain sensation, functional abilities, depression,
disability, work status and satisfaction with therapy.

Tutak U,
Doleys DM,
1996.2

Prospective study of 26 patients with an implanted
IDD system for chronic noncancer pain that had not
responded to more conservative measures and would
not be relieved by surgery.

All of these patients had received 2-3 epidural steroid
injections, followed by a single epidural dose of
morphine to ensure relief of pain and recurrence of it.

| Then they had a trial with epidural morphine generally
| lasting up to 2 weeks. The criteria for implantation

of the IDD system were > 50% relief of pain on an

NPR scale; discontinued use of analgesics, especially
oral narcotics, during the trial; increased activity level
or decreased level of discomfort at a typical activity
level; absence of untoward side effects; absence of
significant psychopathology such as severe personality
disorder or psychosis; and appropriate expectations.

Effectiveness of the implanted IDD system was
evaluated at times of pump refill, with questionnaires

| and with a telephone interview conducted by a

disinterested third party. Patients rated their pain on

| the NPR scale, percent improvement in overall activity

level and overall satisfaction with {DD. Oral narcotic use
was estimated for 1 week before the trial period and at
follow-up.

The 38 patients had implantation of a programmable IDD

| system. At the time of implantation, 33 (87%) patients were

suffering from FBSS or intractable back pain, and 5 (13%)
patients a combination of FBSS and radiculopathy. The
average number of pain-related surgeries was 3.03 (range,
0-6) per patient.

At an average follow-up of 4.15 + 0.13 SEM (standard error of
the mean) years, the mean pain rating on the NPR scale was
significantly lower than reported before IDD (P < 0.001). It
had not changed during IDD, still remaining at a substantial
level throughout the follow-up period.

Also at follow-up, questionnaires indicated, on the average,
a high pain level, mild level of depression, and a severe
disability level. On retrospective questioning, however, 24
of the 38 (64%) patients reported improvement in their
pain and 18 of the 38 (48%) patients reported improvement

in their functioning. Moreover, 34 of the 38 (89%) patients

| reported “‘good-to-excellent” satisfaction with long-term IDD.

| Twenty-nine of the 38 (76%) patients reported IDD system-
| related complications that ultimately resulted in surgical

| intervention. The majority of them were due to catheter

| problems.

The 26 patients had implantation of a programmable IDD
system. At the time of implantation, all patients had pain in
the low back and in one or both legs. Twenty-two patients
had FBSS with an average of 3.8 low back operations (range,
0-10 operations), 1 patient had chronic regional pain
syndrome (CRPS) with 5 lumbar operations, 1 patient had
ankylosing spondylitis, and 2 patients had spondylolisthess.

The average follow-up period was 23 months (range, 16-27
months).

At 12 months after IDD system implantation, the average
pain rating on the NPR scale had decreased by 44.9%, the
average overall activity level had increased by 50%, and 77%
patients rated their overall satisfaction with IDD as good to
excellent. Overall improvement was rated by the physician or
clinic nurse as excellent in 5 (19%) patients and as good in 21
(81%) patients.

At the 12-month follow-up, the average daily oral morphine
equivalent had decreased from 289 mg per day to 175 mg
per day.

Nine of the 26 (35%) patients had catheter-related
complications requiring surgical correction. Eight of them
were due to catheter collapse and 1 due to catheter
breakage. One extremely slim patient had erosion of skin
over the pump, necessitating pump removal.
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Table 1: Effectiveness Data from IDD Studies for Chronic Pain (continued)

Author(s) Description Results
Winkelmdller | Retrospective study of 120 patients who had an IDD

M, system implanted for opioid therapy of chronic non-
Winkelmuller | cancer pain > 6 months previously. Patient selection

W, 19962 criteria had included: unsuccessful treatment of the

underlying cause of the pain; somatically caused

| pain; unsatisfactory response to peripheral or central
analgesic drugs or intolerable drug side effects; failure
of other pain therapies such as TENS or SCS; exclusion
| of psychiatric illnesses; and pension applications or

| suits for damages currently under consideration.

| All of the patients had undergone a trial period
of intrathecal morphine therapy. The criterion for
implantation of an IDD system was = 60% pain relief on
a VAS without undesirable side effects,

| Effectiveness of the implanted IDD system was
assessed at 6 months with a questionnaire that asked
patients to record pain on a VAS, and activity level,
mood, and quality of life.

A non-programmable IDD system had been implanted

in 119 patients and a programmable IDD system had

been implanted in 1 patient. Seven of these patients had
neuropathic pain, 13 patients had nociceptive pain, 73
patients had neuropathic-nociceptive pain, and 27 patients
had deafferentation pain.

At a mean follow-up period of 3.4 + 1.3 SEM years (range 0.5-
5.7 years), 82 patients were still receiving intrathecal opioid
therapy with a functioning implant. Five of these patients
had neuropathic pain, 10 patients had nociceptive pain, 49
patients had neuropathic-nociceptive pain, and 18 patients
had deafferentation pain. With respect to the other 38
patients, 25 patients had IDD system explantation for various
reasons, 2 patients had discontinuance of therapy because
of secondary ilinesses that had to be treated, 4 patients had
replacement of the opiate with sodium chloride due to
aftercare physician concern for use of addictive substances,
and 7 patients had died of causes unrelated to this therapy.

At last follow-up, the VAS for pain intensity had improved by
an average of 58%. The best initial reduction (77%) in pain
intensity had occurred in the nociceptive group, but at last
follow-up, differences in improvement between pain groups
were not statistically different.

Before IDD, 94% of the patients were classified as passive

or had socially withdrawn, and at last follow-up, 43% of the
patients still classified themselves as “passive and withdrawn.”
The difference between activity scores before and after
therapy were statistically significant (P < 0.001).

Before IDD, 88% of the patients described themselves as
despairing and depressed, and at last follow-up, 67% of the
patients either were satisfied with their condition or were
slightly depressed. The difference between mood scores
before and after therapy were statistically significant (P <

| 0.001),

| At last follow-up, 66 of the 82 (81%) patients reported
| improved quality of life from IDD therapy, and 75 of the 82
(92%) patients were satisfied with this therapy.

|
| Twenty-five of the 120 (21%) patients had catheter
disconnections and dislocations requiring surgical correction.
Fourteen pumps had to be replaced for technical reasons,
such as skin perforations, irregular rates of flow, and serious
incidents that occurred while refilling a pump type in

which the drug and bolus chambers were accessible only

via a single diaphragm. Two pumps were replaced due to
infections in the vicinity of the pump pocket.
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Table 1: Effectiveness Data from IDD Studies for Chronic Pain (continued)

Author(s) | Description | Results
Hassenbusch | Prospective study of 22 consecutive implantable IDD Of the 22 patients, 18 (82%) had implantation of a
S) etal, system candidates who had a < 25% pain reduction ' programmable IDD system. Pain was caused by arachnoiditis
1995.% on an NRS scale. All of them had only neuropathic in 9 patients, chronic neuropathy in 3 patients, traumatic
pain with no other treatment options for it. Exclusion intercostal neuralgia in 2 patients, phantom limb pain in
criteria included a psychiatric or personality disorder 1 patient, CRPS in 1 patient, lumbosacral plexopathy in 1
that would prevent successful treatment, an addictive | patient and spinal cord injury in 1 patient.
gersoga'hty, agd : mentzl G BlleTyitolintiEHiEE At a mean follow-up of 2.4 £ 0.3 SEM years, 6 of the 18 (33%)
fug being administered. patients had a good NRS outcome and 5 of the 18 patients
All of the patients had a 2- to 5-day trial. The criterion (28%) had a fair NRS outcome, so that 11 of the 18 (61%)
for IDD system implantation was > 50% pain relief on patients had a successful NRS outcome. These patients
the NRS scale. reported an average pain reduction of 56%. Seven of the 18
Patients with the implanted IDD system were last RatEnE hadipocnernppainElict
evaluated within 2 months of final analysis of the At follow-up, daily activities in the 18 patients with successful
patients in this study, or if IDD had been a failure, at the | outcomes were better for walking, climbing stairs, sleeping,
time that IDD was stopped or the system removed. and eating. Thirteen of the 18 (73%) patients said that they
Effectiveness of the implanted IDD system was eNIc ey EiE PPl iaEeEhag S
assessed in the patients who still had an operating Occurrence of complications was not statistically different
system by a disinterested third party who obtained between success and failure patients. Spontaneous
pain ratings with the NRS scale and patient estimates dislocation of the spinal catheter occurred in 3 patients
| of pre- and post-implantation pain levels. A successful | and catheter occlusion from a kink at the fascial-ligamental
outcome for IDD was defined as = 25% pain relief anchor occurred in another 2 patients. Pump revision due to
| on the NRS scale, with 25-39% pain relief being a shift in pump position was necessary in 2 patients. Pump
| considered a “fair” outcome, and = 40% pain relief rotor stall occurred in 1 patient and pump battery depletion
| being considered a“good” outcome, Other outcome occurred in 2 patients. Overall, 6 patients required operative
measures assessed were activity levels and satisfaction | revision due to technical complications.
with IDD.
Kanoff RB, Prospective study of 15 patients with intractable | All of the 15 patients, including the 6 patients who had
19942 noncancer pain. All were being treated with large trial IDD, had implantation of a programmable IDD system.

doses of oral and transdermal opioids, but were still

| having breakthrough pain.

Trial IDD before implantation was introduced in the
last 6 patients. The intrathecal catheter for implantation
of an IDD system was placed and connected to an
external pump, which delivered opiates or a placebo
while patients were monitored in an intensive care
unit. The criteria for IDD pump implantation were >
50% pain reduction with the opiates and appropriate,
consistent responses to placebo challenges.

Effectiveness of the implanted IDD system was
evaluated by having patients rate their pain relief as
"fair” (= 50% pain relief), ‘good” (> 75% pain relief), or
“excellent” (> 90% pain relief), Patients were also asked
about their ability to perform certain activities of daily
living, work status and their need for supplemental
analgesic medication.

Five patients were suffering from complex regional pain
syndrome, 9 from FBSS, and 1 from low back pain with no
identifiable cause.

At a mean follow-up period of 17 months (range, 2-44
months), 8 patients reported that pain relief was excellent, 3
patients that their pain relief was good, and 4 patients that
their pain relief was fair.

None of the 15 patients was working prior to IDD
implantation. At last follow-up 6 patients had returned to
| their former occupations or related levels of vocational

| activity.

Also at last follow-up, all of the patients were independent
in relation to self care, with all but 2 patients being
independently active outside of the home. Only 3 patients
required supplemental analgesic medication.

Two of the 15 (13%) patients had migration of their catheters
requiring catheter replacement. One of these patients had
further surgery to repair a small tear in the replacement
catheter.
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Table 1 Summary

Of these 12 studies of IDD for chronic pain, seven are prospective cohort studies,'®'8192.2-25 and five are retrospective cohort
studies.®172022 One of the retrospective studies'” compared three matched groups of patients, one group having been implanted
with an IDD system, another having completed a 4-week residential pain and rehabilitation program, and another group

having received standard medical therapy that emphasized use of oral opicids. In seven studies where results of trial IDD were
reported,'%192!32425 an |DD system was implanted in 250 of 285 (88%) total trial-IDD patients (range, 64% to 100% of the trial-IDD
patients among these studies). The follow-up of patients with an implanted IDD system was long-term in all 12 studies, averaging
33 months (range, 12 to 53 months). In the seven prospective studies, follow-up averaged 24 months (range, 12 to 36 months), and
in the five retrospective studies, it averaged 45 months (range, 36 to 53 months).

In all 12 studies, IDD was effective in controlling chronic pain at long-term follow-up. Eight studies®!71#202324 foynd that IDD
decreased pain intensity by 27% to 60% in 471 total patients, in five of these studies9,19,20,23,24 by 45% to 60%. Four studies'020212
found that IDD provided pain relief of 50% or more in 70 of the

102 (69%) total patients. In four studies,#>#2 109 of the 129 (84%) total patients reported good-to-excellent results from IDD, and
in five other studies, 192024 225 of the 261 (86%) total patients reported satisfaction with IDD,

In the 11 studies that assessed the effectiveness of IDD on physical functioning, nine studies®'"'*% found that IDD improved
physical functioning, and two studies'”'® found that it did not. IDD was also associated with decreased disability,'®'*?' improved
work status,''%? and reduced use of systemic opioids.'”192425

Ten of the 12 studies specifically described what complications occurred in 535 patients 10118212325 Catheter-related problems,
including migration, kinking, disconnection, and occlusion, occurred in 16% of these patients. Pump-related problems, including
pump pocket infection, pump shift in position, and pump malfunction and failure, occurred in 8% of patients.

Finally, results of the retrospective, comparative study conducted by Doleys and colleagues'” showed that a group of patients who
received IDD had a significant decrease in pain intensity, whereas groups of patients who participated in a 4-week residential pain
and rehabilitation program or received standard medical therapy that emphasized use of oral opioids did not.

Cost of IDD for Chronic Pain

Table 2 summarizes three studies on health care costs associated with IDD for chronic pain and cancer pain, reported from 1991 to
2002. Although these studies determined and compared health care costs for IDD and conventional medical management of this
pain using different fee schedules and currencies that do not equate to 2008 United States dollars, they illustrate changes in the
cost of IDD over time and how IDD compares to the cost of conventional medical management or epidural drug delivery from an
external system,

12 | Literature Review | 4.1.08
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Table 2: Studies of the Cost of IDD for Chronic Pain and Cancer Pain

Author(s) Description | Results
Kumar K, et | Calculated the actual 5-year health care costs in year 2000 | The mean cumulative 5-year health care cost for the 23
al, 2002.% Canadian dollars for 23 FBSS patients who had IDD with | patients who had IDD was Canadian $29,410 (55,882 per
an implanted, programmable system and 44 matched | year), which included $15,730 for initial implantation and
FBSS patients who had conventional pain therapy, in $13,680 for cumulative 5-year maintenance. The mean
Saskatchewan, Canada. Accumulative cost data for the cumulative 5-year health care cost for the 44 patients who
IDD group included pump replacement due to battery had conventional pain therapy was $38,000 ($7,600 per
depletion in the fifth year. | yearn).
The mean cumulative 5-year health care cost for 5
patients who had no complications associated with IDD
was $28,264, and for 14 patients who had 1 or more
complications associated with IDD was $31,131.
The initially higher health care cost for patients with
IDD than for conventional pain therapy would have
been recovered by 28 months. Thereafter, the cost of
conventional pain therapy would have exceeded the cost
of IDD, despite pump replacement in the fifth year.
de Lissovoy | Used a decision analytic model to estimate direct health With costs and adverse event rates at base case values,
G, etal, care costs in year 1994 US dollars for patients with FBSS, the expected 60-month total cost for IDD was $82,893
19977 who had IDD with an implanted system or alternative (51,382 per month). The best case and worst case
Hassenbusch (medical) therapy over a 60-month period. These costs costs were $53,468 (5891 per month) and $125,102
5),etal, were projected for a simulated cohort of 1,000 patients ($2,085 per month), respectively. By comparison, the
19972 with FBSS. They were based on a health insurer paid claims | cumulative 60-month total cost for conventional medical
perspective, discounted at a 5% annual rate. management was $85,186 (51,573 per month).
Total IDD-related costs for a "base case” were estimated : Based on these cost estimates, the cumulative cost for
by developing a detailed list of physician and hospital IDD would be less than that for alternative (medical)
services, and charges for them in 1994 US dollars. Data for | management after 22 months in the base case and after 11
calculating the costs of adverse events associated with months in the best case. Moreover, the cumulative cost for
IDD were obtained from studies on DD for pain in FBSS IDD would never be less than that for alternative (medical)
| and cancer, and were assumed to occur at a constant management in the worst case, averaging $665 more per
| rate over the 60 months, Data for calculating the costof | month.
| pump replacement were based on a median pump life of
| 48 months, as reported by the pump’s manufacturer, Total
estimated costs for a“best case”and "worst case” were 65% |
and 135% of the base case, respectively.
For comparative purposes, charges were estimated for a
patient with FBSS who would be a candidate for IDD, but
| would have alternative ( ical) management instead.
Bedder MD, | Estimated 1-year health care costs in US dollars (year The estimated mean 1-year health care cost for the
etal, 1991.% | unstated) for 15 patients who had IDD through an 15 patients who had IDD through an implanted,
implanted, programmable system and 5 patients who had | programmable system was $21,368, and for the 5 patients
epidural drug delivery from an external system. Of the 15 | who had epidural drug delivery from an external system
IDD patients, 8 had noncancer pain and 7 had cancer pain. | was $34,938.
The 5 epidural drug delivery patients had cancer pain.

At 3 months, the mean health care cost for the patients
who had IDD was $16,316 and for the patients who had
epidural drug delivery was $15,606. At 6 months, these

| costs were $18,362 and $22,050, respectively, Therefore,
the cumulative cost for IDD through an implanted,
programmable system would be less than that for epidural
drug delivery from an external system beyond 3 months.

¥
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Table 2 Summary

Two studies?? used actual cost and one study??® used a cost model, to determine and compare total health care costs for IDD
and conventional medical management for chronic pain and cancer pain. All of the patients in one actual cost study? and the
cost model study??® had FBSS, whereas patients in the other actual cost study?® had cancer or chronic pain of various origins. The
studies showed that the mean first-year cost of IDD, which includes trial IDD and IDD system implantation, becomes substantially
less in the second year.

One study? that used actual cost indicated that IDD became cost-effective, as compared to conventional management, beyond
28 months of its use. The study??® that used a cost model found that this time period would be in the range of 12 to 22 months
for selected patients. Finally, the other study? that used actual cost showed that beyond 3 months, IDD through an implanted,
programmable system would cost less than the cost of epidural drug delivery from an external system.,

Conclusions

Long-term clinical studies have shown that IDD is effective in controlling chronic pain, providing pain relief of 50% or more in 36%
to 100% of the patients in these studies.

Economic studies have indicated that as compared to conventional medical management of patients with chronic pain, IDD
should become cost-effective after about 2 years of use,
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Implanted Pump Management

1. Please estimate the number of individuals in your practice that Opioid Therapy is
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2. Of the total number of individuals you are currently treating for chronic and or malignant
pain, please indicate the number that might be candidates for an intrathecal pump.
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3. If a homecare management service was available in the state of Tennessee to assist you in
refilling, programming and titrating the intrathecal pump in the home were available would
you use it? ' YES or NO (please circle one)

4. Would your goal for the patient be reduction and or elimination of oral Opioids for an
individual with an intrathecal pump@ or NO (please circle one)
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Please Print Name of Individual Performing the Survey:
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Implanted Pump Management
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Implanted Pump Management
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Implanted Pump Management
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Basic Home Infusion / Implanted Pump Management /

PHARMACY & HOME HEALTH LICENSES

STATE LICENSE TYPE COMPANY | LICENSE NUMBER DATE {SSUED | EXPIRATION DATE
Alabama Pharmacy BH! 113135 7/14/2008 12/31/2016
Alaska Pharmacy BHI 1111 5/22/2012 6/30/2016
Arkansas Pharmacy BHI 0502253 12/9/2010 12/31/2015
Colorado Pharmacy BHI 0OSP.0005793 2/4/2009 10/31/2016
Connecticut Pharmacy BHI PCN.0000991 11/24/2008 8/31/2015
Delaware Pharmacy BHI A9-0000876 7/30/2009 9/30/2016
District of Columbia | Pharmacy BHI NRX1100423 7/17/2012 5/31/2015
Florida Pharmacy BHI 5171898 4/20/2007 2/28/2017
Florida Home Health IPM 299994328 11/6/2014 11/5/2016
Idaho Pharmacy BHI 2298MS 1/29/2009 6/30/2015
lllinois Pharmacy BHI 54.,018168 4/17/2008 3/31/2016
Illinois Home Nursing | BHI 4000353 N/A Pending renewal
Indiana Pharmacy BHI 64000943A 2/13/2009 12/31/2015
lowa Pharmacy BHI 3785 2008 12/31/2015
Kansas Pharmacy BHI 22-02977 1/19/2012 6/30/2015
Kentucky Pharmacy BHI NJ1477 2/24/2011 6/30/2015
Maryland Pharmacy BHI P05613 12/5/2011 5/31/2016
Michigan Pharmacy BHI 5301009116 5/12/2009 6/30/2016
Minnesota Pharmacy BHI 264117 11/17/2010 6/30/2015
Mississippi Pharmacy BHI 07755/7.1 5/27/2008 12/31/2015
Missouri Pharmacy BHI 2009000387 1/8/2009 10/31/2015
Montana Pharmacy BHI 3251 11/23/2011 11/30/2015
Nebraska Pharmacy BHI 837 7/23/2014 7/23/2015
Nevada Pharmacy BHI PH02534 7/20/2009 10/31/2016
New Hampshire Pharmacy BHI NRO742 4/21/2010 Pending renewal
New Jersey Pharmacy BHI 28RS00513100 5/24/1995 6/30/2015
New Mexico Pharmacy BHI PHO0003517 4/18/2013 Archived
New York Pharmacy BHI 028415 5/2/20n7 | 4/13/7n15
: AT "\f\l 1 1 y
North Carolina Home Care BHI HC4640 11/12/2013 12/31/2015
North Dakota Pharmacy BHI PHARG57 9/22/2010 6/30/2015
Ohio Pharmacy BHI NRP.021988800 8/20/2009 3/31/2016
Oklahoma Pharmacy BH! 99-6160 1/17/2013 1/31/2016
Oregon Pharmacy BHI RP-0002654-CS 7/18/2011 3/31/2016
Rhode Island Pharmacy BHI PHN10275 4/6/2012 9/30/2015
South Carolina Pharmacy BHI 13966 5/4/2012 6/30/2015
South Dakota Pharmacy BH 400-0873 8/13/2010 6/30/2015
Tennessee Pharmacy BHI 4656 5/29/2009 3/31/2016
Texas Pharmacy BHI 27129 9/10/2010 9/30/2016
Texas Home Services | IPM 016696 N/A 3/31/2017
Utah Pharmacy BHI 8273344-1708 5/23/2012 9/30/2015
Utah Home Health IPM UT000641 6/26/2014 6/30/2015
Vermont Pharmacy BHI 036.0092254 1/3/2013 7/31/2015
Virginia Pharmacy BHI 0214001359 10/26/2011 4/30/2016
Virginia Home Care IPM HCO 151239 N/A 7/31/2015
Washington Pharmacy BHI PHNR.FO.60280619 | 6/1/2009 5/31/2016
West Virginia Pharmacy BHI MO0560086 3/24/2009 6/30/2015
Wisconsin Pharmacy BHI 583-43 2/25/2010 5/31/2016
Wyoming Pharmacy BHI NR-50253 1/8/2009 6/30/2015




New Jersey Office of the Attorney General

# Division of Consumer Affairs
CHRIS CHRISTIE Board of Pharmacy JOHN J. HOFFMAN

Governor 124 Halsey Street, 6" Floor, Newark, NJ 07102 Acting Attorney General
KimM GUADAGNO STEVE C. LEE
Lt. Governor Acting Director
November 13 ’ 2014 Mailing Address:

P.O. Box 45013
Newark, NJ 07101
(973) 504-6450

Florida Board of Pharmacy
4052 Bald Cypress Way
BIN #C-04

Tallahassee, FL 32399-3254

Basic Home Infusion Pharmacy
1401 Valley Road, 4" Floor
Wayne, NJ 07470

To Whom It May Concern:

The New Jersey Board of Pharmacy has been requested by BASIC HOME INFUSION
PHARMACY DEPT. to forward a letter of good standing regarding the Pharmacy’s registration to
practice in the State of New Jersey.

A review of the Board’s files indicates that BASIC HOME INFUSION PHARMACY
DEPT. was issued a New Jersey registration 28RS00513100 on or about 05/24/1995 and is currently
Active and in good standing with an expiration date of 06/30/2015. A review of the Board’s files
further indicates that public disciplinary action has been taken against this Pharmacy. A certified,
true copy of the reportable action(s) filed with the New Jersey Board of Pharmacy is attached.

Very truly yours,
The New Jersey Board of Pharmacy

Anthony Rubinaccio
Executive Director

New Jersey Is An Equal Opportunity Employsr * Printed on Recycled Paper and Recyclable




New Jersey Office of the Attorney General

Division of Consumer Affairs

JON S, CORZINE Board of Pharmacy NANCY KAPLEN
Gaovernor 124 Halsey Streel, 8" Floor, Newark, NJ 07102 Acting Attomey General
KIMBERLY S, RICKETTS
Diractor
Mailing Address:

P.0. Box 45013
Newark, NJ 07101
(973) 504-6450
January 26, 2006

By Certified and Reqular Mail

Roy Putrino, RPIC 5131
Basic Home Infusion Pharmacy
17-17 Broadway

Fair Lawn, NJ 07410

Re: Inspection Report # 8-1526A-05-1816

Dear Mr. Putrino:

This lefter is to advise you that the New Jersey State Board of Pharmacy (the *Board") has had
an opportunity to review information concerning the above inspeclion report.

Upon review of all available information, the board has preliminarily found that you are responsible
for the violations noted on Attachment A.

The Board has determined that it will first offer you an opportunity {o settle this matter and thereby
avoid the Initiation of formal disciplinary procesdings. Should you wish to avail yourself of this opportunity,
you should sign the acknowledgment below and agree to the following:

1. Cease and deslst in engaging In the conduct alleged and pay a penalty in the amount of
$7,650.00 (to be paid upon signing of this certification).
2. Provide to the Board a Letter of Correction.

Alternatively you may waive your right to a hearing and submit a written statement or explanation
to the Board. The Board will then consider your submission and render a final decision, which may
include any of the terms set forth above, Any disposition by way of a settlement will be a public record,

and wlll have the same elfect as an order of the Board. Any failure to comply with the terms to which you
agree will be deemed a violation,

I you do not wish to setlle this matter, you may request a hearing. In that event, this letter will
serve as nofice of the charges against you and a hearing will be scheduled before the Board. At that
hearing you either personally or with the assistance of an attorney will have an opportunity lo respond to
the charges and submit evidence and present testimony as may be necessary In order for the Board to
make a final determination concerning the charges of unlawful activity.

New Jersey Is An Equal Opportunity Employer » Printed on Recycled Paper and Recyclable

DIVISION OF CONSUMER AFFAIRS
BOARD OF PHARMACY.
124 HALSEY ST., 6TH FL., P.O. BOX 45013
NEWARK, NJ 07101




You should be aware that in making its final decision, the Board may, if unlawiul activity has been
proven, assess civil penallies in an amount greater than that offered in this letter, Additionally, the Board
may, if the facts are found to so warrant, enler an order requiring you to reimburse certain monies,

directing you to cease and desist from engaging in unlawful acts and/or requiring you to pay costs
incurred in the matter.

Should you have any questions concerning this letter or the settlement offer herein, | suggest that
you contact The Board of Pharmacy, at (973) 504-6450.

The enclosed certification should be completed and returned to the Board within fifteen (15) days
following your receipt of this letter, In the event that the Board receives no response from you within
filteen (15) days, the Board's settlement offer will be withdrawn, and you will be deemed in default. The
allegations against you will be deemed uncontested. The Board will then proceed to schedule the matter

for final review and will enter an appropriate order. Once an order has been entered, your faiture to pay
any penalties may result in furlher action to suspend or revake your license.

NEW JERSEY STATE
BOARD OF Pharmacy

By: Goomme. (Do e
Jbénne Boyer, RPh!
Executive Director

JB/sk
cc: Marianne Greenwald, Deputy Attorney General

BOARD OF PHARMACY

DIVISION OF CONSUMER AFFAIRS
124 HALSEY ST., 6TH FL., P.O. BOX 45013

NEWARK, NJ 07101
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State of '}%ﬁr Jersey

OFFICE OF THE ATTORNEY GENERAL
DEPARTMENT OF LAW AND PUBLIC SAFETY
DIVISION OF CONSUMER AFFAIRS

TAMES E. MCGREEVEY ' BOARD OF PHARMACY PETER C. HARVEY
Governor 124 HALSEY STREET, 6TH FLOOR, NEWARK NJ Attorney General
RENI ERDOS
Director
Julv 22. 2004 Mailing Address:
. uly 24, P.0. Box 45013
Roy Putrino, RPIC Newark, NJ 07101
Basic Home Infusion (973) 504-6450
17-17 Broadway
Fair Lawn NJ 07410
RE: Inspection Report #8-1526A.6
Dear Mr. Putrino: '

The Board reviewed your letter of March 18, 2004 in which you offered mitigation
offered mitigation concerning the above referenced Inspection Report.

It was the decision of the Board at the May 12, 2004 meeting, to mitigate the following
violation(s):

N.J.A.C.13:39-11.5(b)3 for $1,000.00 and N.J.A.C.13:39-11.14(b)17 from $250.00 to $150.00
Since we have received your payment-in the amount of $1,100.00, please submit the
remaining balance in the amount ¢f'$1,425.00 aﬁilng with a letter of corrective action.
Yours truly,

CAou A A Q)u? Y

Jdanne Boyer, RPh
ecutive Director

DIVISION OF CONSUMER AFFAIRS
" BOARD OF PHARMACY

124 HALSEY ST., 6TH FL., P.0. BOX 45013

NEWARK, NJ 07101




State of Nefo Jersey

" OFFICE OF THE ATTORNEY GENERAL
DEPARTMENT OF LAW AND PUBLIC SAFETY
DIVISION OF CONSUMER AFFAIRS

JAMES E. MICGREEVEY BOARD OF PHARMACY
Governor 124 HALSEY STREET, 6TH FLQOR, NEWARK NJ
CERTIFIED MAIL

RETURN RECEIPT REQUESTED

February 10, 2004
Roy Putrino, RP1IC/Owner
Basic Home Infusion
17-17 Broadway
Fair Lawn, NJ 07410

Re: Inspection Report #3-1526A.6
Inspection Date: 9/23/03

Dear Mr. Putrino:

PETER C. HARVEY
Attorngy General
RENI ERDOS
Director

Mailing Address.

P.O. Box 45013
Newark, NJ 07101

(973) 504-6450

This letter is to advise you that the New Jersey State Board of Pharmacy has had an

opportunity to review information concerning the above inspection report.

Upon review of all available information, the Board has preliminarily found that you have

violated:

N.J.A.C.13:39-7.13, N.J.A.C.13:39-3.18(c) 10

A total of three containers of medication were discovered to be out-of-date, misbranded, or

improperly stored.
1. Outdated form 1 day to 4 mos.: two (2) items: Warning
2. Qutdated from 4 mos. to 1 year: $25.00

N.J.A.C.13:39-11.7

Not all personnel involved in sterile admixture preparation have practical or academic training in
sterile product compounding, clean room technology, laminar flow, technology, and guality
assurance techniques. Such training shall be documented for each person before that individual

begins to compound sterile products and annually thereafter: Specitically:

1. The resume of staff RP John Magalla Jr., Reflects no such training prior to his employment at

this pharmacy.
S oy 21 M

New Jersey Is An Equal Opportinity Empioyer ~ Frinted on Recyeled Puper and Recyclable

BOARD OF PHARMACY

nms_ION OF CONSUMER AFFAIRS
124 HALSEY ST., 6TH FL., P.O. BOX 45613

NEWARK, NJ 07101




2. RP-in-charge Roy Putrino last received such training March 18" 2000.
$250.00

N.J.A.C.13:39-11.10(c)
There is no form which documents the completion of each of the steps of the compound process.

5100

N.J.A.C.13:39-11.1(a)
Prescription labels for sterile admixture products do not have time prepared.

$100

N.J.A.C.13:39-11.14(b)5, N.J.A.C.13:39-11.14(Db) 12, N.J.A.C.13:39-11.14(b) 16,
N.J.A.C.13:39-31 34y

Documentation as set forth in 13:39-11.10 is not included in policy and procedure manual. Policy
and procedure manual does not have a section for reference materials. There is no topic on
patient education in the policy and procedure manual. There is no topic on protocol and
procedures o maintain the integrity of the interior work area of the laminar air flow hood.

$250.4] 50

N.J.A.C.13:39-11.5(b)3 _
Not all compounding processes representative of all types of manipulations, products, and

batches, are being sterile tested and validated at least every 12 months.

50007

N.J.A.C.13:39-11.5(b)4
Surface sampling is not done in the clean room twice annually.

$500

N.J.A.C.13:39-11.18(f) o
Floors do not have coving to the sidewall.
$250

N.J.A.C.13:39-11.21(Db)
The sink in the anteroom doés not have hot running water,

5100

N.J.A.C.8:65-7.5(a), N.J.A.C.8:65-7.8(a)

Accepted and filled prescriptions for Schedule 11 controlled dangerous substances missing patient
address.

Warning

N.J.S.A.45:14-15
A prescription not assigned prescription number.

$25.00 B

N.J.A.C.13:39-11.11(a) 8
The name of the pharmacy as it appears on prescription label does not compare favorably with

the name of the pharmacy as it appears on Board permit.
$§25.00

The Board has determined that it will offer you an opportunity to settle tis matter and

DMSION OF CONSUMER AFFAIRS

BOARD OF PHARMACY
124 HALSEY ST., 6TH FL., P.O. BOX 45613

NEWARK, NJ 07101




thereby avoid the initiation for disciplinary proceedings. Should you wish to avail yourself of this
opportunity, you should sign the attached acknowledgment and agree to the following:

L. Pay a penalty in the amount of $3,625.00 and provide to the Board a Letter of
Corrective Action. (To be paid immediately upon your signing of the attached
acknowledgment.)

Alternatively, you may waive your right to a hearing and submit a written statement or
explanation to the Board. The Board will then consider your submission and render a final
decision, which may include any of the terms set forth above. This dispoesition will be a public

record.

If you do not wish to settle this matter, you may request a hearing. [n that event, this letter
will serve as notice of the charges against you and a hearing will be scheduled before the Board.
At that hearing you may, either personally or with the assistance of an attorney, submit
determination concerning the charges of unlawful activity. You should be aware that in making
its final decision, the Board may, if unlawful activity has been proven, assess civil penalties in an
amount greater than that herein offered in this letter. Additionally, the Board may, if the facts are
found to so warrant, enter an order, requiring you to reimburse certain monies, directing you to
cease and desist from engaging in unlawful acts and/or requiring you to pay costs incurred by the
Board, Should you have any questions concerning this letter or the settlement ofter herein, I
suggest that you contact the Board at (973) 504-6450.

The enclosed certification should be completed and returned to the Board within fifteen
(15) days following your receipt of this letter. In the event that the Board receives no response
from you within this time, the Board’s settlement offer will be withdrawn, and the allegations
contained herein shall be deemed admitted, and the Board will proceed to finally review that

matter and enter an appropriate order.

NEW JERSEY STATE BOARD OF PHARMACY

By, A0usroma @U‘% St
J oar{:,fe Boyer
Executive Director

IB:ks
cc: Marianne Greenwald, Deputy Attomey General

DIVISION OF CONSUMER AFFAIRS

BOARD OF PHARMACY

124 HALSEY ST., 6TH FL., P.O. BOX 43613

NEWARK, NJ07101




State of Nefo Jersey

DEPARTMENT OF LAW AND PUBLIC SAFETY
DrvISION OF CONSUMER AFFAIRS
BOARD OF PHARMACY
124 HALSEY STREET, 6TH FLOOR, NEWARK NJ
CHRISTINE TODD WHITMAN
Governor

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

September 17, 1999

Ms. Andrea DiFiore, RPIC

Basic Home Health Care Pharmacy
17-17 Broadway

Fairlawn, NJ 07410

Re:  Inspection Report #8-1526A.4
Inspection Date: 1/29/99-3/10/99

Dear Ms. DiFiore;

JOHN J. EARMER, JR.
Atforney General

Mark S. HERs
Director

In reply respond

P.0O. Box 45013
Newark NJ 071

(973) 504-6450

This is to advise you that the New Jersey State Board of Pharmacy has had an opportunity

to review information concerning the above inspection report.

Upon review of all available information, the Board has preliminary found that you have

violated:

N.J.S.A, 45:14-10

The original certificate of the RP-in-charge was not on display nor present in the pharmacy.

$50.00

N.J.A.C. 13:39-7.11

The metrological equipment, specifically the Class A Balance and Metric Weights, have not been
inspected and sealed by the Department of Weights and Measures within a year. Last date of@

certification was August 13. 1997.
$50.00

N.J.A.C. 13:39-7.7(a), N.J.A.C. 13:39-3.18(e)

Prescription label does not disclose the name of the current RP-in-charge.
$100.00

New Jersey Is An Equal Opportunity Employer ¢ Printed on Recyeled Paper and Recyclable
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A.C. 13:39-11,9(5)
Monthly air and surface sampling ot performed monthly as required.

Warning

N.J.A.C. 13:39-7.7
A current copy of Trissel's Handbook on Injectable Drugs was not present in the pharmacy.

$200.00

The Board has determined that it will first offer you an opportunity to settle this matter and
thereby avoid the initiation for disciplinary proceedings. Should you wish to avail yourself of this
opportunity, you should sign tbe attached acknowledgment and agree to the following:

L Pay a penalty in the amount of $400.00
(To be paid immediately upon your signing of the attached acknowledgment.)

. Alternatively you may waive your right to a hearing and submit a written statement or
explanation to the Board, The Board will then consider your submission and render a final
decision, which may include any of the terms set forth above. This disposition will be a public

record.

If you do not wish to settle this matter, you may request a bearing. In that event, this letter
will serve as notice of the charges against you and a hearing will be scheduled before the Board. At
that hearing you may, either personally or with the assistance of an attorney, submit determination

concerning the charges of unlawful activity. You should be aware that in making its final decision,

the Board may, if unlawful activity has been proven, assess civil penalties in an amount greater than
that herein offered in this letter. Additionally, the Board may, if the facts are found to so warrant,
enter an order, requiring you to reimburse certain monies, direction you 10 cease and desist from
engaging in unlawful acts and/or requiring you to pay costs incurred by the Board. Should you have
any questions concerning this letter or the scttlement offer herein, I suggest that you contact the

Board at (973)504-6450.

The enclosed certification should be completed and returned to the Board within fifteen (15)
days following your receipt of this letter, In the event that the Board receives no response from you
within fifteen (15) days, the Board’s settlement offer will be withdrawn, and the allegations
contained herein shall be deemed admitted, and the Board will proceed to finally review that matter

and enter an appropriate order.

NEW JERSEY STATE BOARD OF PHARMACY

H. Lee Gladstcin, RP
Executive Director

HLG:me
cc: Marianne Greenwald, Deputy Attorney General
Roy C. Putrino, 453 Fairfield Road, Wykoff, NJ 07481

DIVISION OF CONSUMER AFRAIRS
BOARD OF PHARMACY
124 HALSEY ST., 6TH FL., P.0. BOX 45013

NEWARK, NJ 97101




5/21/2015 902 KAR 20:275. Mobile health services.

902 KAR 20:275. Mobile health services.

RELATES TO: KRS 216B.010-216B.131, 216B.990
STATUTORY AUTHORITY: KRS 216B.042, 314.011(8), EO 96-862
NECESSITY, FUNCTION, AND CONFORMITY: The administrative regulation establishing standards for mobile health services, 902 KAR
20:270, was found deficient by the Interim Joint Committee on Health and Welfare at its November 15, 1995, meeting. The finding of deficiency
resulted from the lack of guidelines to coordinate the relationship between home IV therapy service and home health agencies. Legislation to
establish such guidelines was not enacted during the 1996 Regular Session of the General Assembly. Therefore, pursuant to KRS 13A.333(1), 902
KAR 20:270 expired. KRS 216B.042 requires the cabinet to establish standards for health facilities and services, and authorizes it to promulgate
administrative regulations. Without an administrative regulation establishing standards for mobile health services, the cabinet would be in violation of
the legislative mandate expressed in KRS 216B.042. KRS 13A.333(6) prohibits an administrative body from promulgating an administrative
regulation that is identical to or substantially the same as an administrative regulation that has expired. This administrative regulation is not identical
to or substantially the same as 902 KAR 20:270, because:
(1) Only the lack of guidelines to coordinate the relationship between home |V therapy services and home health services was found deficient;
(2) This administrative regulation includes guidelines to coordinate the relationship between home IV therapy service and home health
agencies; and
(3) Itis required by the legislative mandate of KRS 216B.042.
Executive Order 96-862, effective July 2, 1996, reorganizes the Cabinet for Human Resources and places the Office of Inspector General and
its programs under the Cabinet for Health Services.

Section 1. Definitions. (1) "Certified radiation operator” means a person who has been certified pursuant to KRS 211.870 and 902 KAR
105:010 to 105:070 as an operator of sources or radiation.

(2) "Computed tomography (CT) scanning” means a radiological diagnostic imaging procedure that shows cross sectional images of internal
body structures.

(3) "Governing authority" or "licensee" means the individual, agency, partnership, or corporation, in which the ultimate responsibility and
authority for the conduct of the institution is vested.

(4) "IV therapy" means the administration, by a registered nurse under the supervision of a licensed physician, of various pharmaceutical and
nutritional products by intravenous, subcutaneous or epidural routes.

(5) "IV therapy service" means pharmaceutical and nursing services, including direct hands-on care, limited to and necessary for the:

(a) Preparation, dispensing and delivery of pharmaceutical and nutritional products and equipment; and
(b) Related clinical consultation, training, and assessment or care incidental to initial start-up of IV therapy.

(6) "License" means an authorization issued by the cabinet for the purpose of operating mobile heaith services.
(7) "Lithotripter" means a noninvasive treatment technique that utilizes shock waves to shatter kidney stones.

(8) "Magnetic resonance imaging (MRI)" means a diagnostic imaging modality which utilizes magnetic resonance, an interaction between atoms
and electromagnetic fields, to project images of internal body structures.

(9) "Other diagnostic and treatment services" means those heaith services which are determined to require licensure pursuant to KRS
216B.042 as a mobile health service.

(10) "Qualified anesthesiologist' means a person who is a doctor of medicine or a doctor of osteopathy licensed to practice medicine and
surgery and who is board certified or in the process of being certified by the American Board of Anesthesiology or the American Osteopathic Board
of Surgery and who otherwise meets the criteria established by the mobile health service's governing authority.

(11) "Qualified urologist" means a person who is a doctor of medicine or a doctor of osteopathy licensed to practice medicine and surgery and
who is board certified or is in the process of being certified by the American Board of Urology or the American Osteopathic Board of Surgery and
who otherwise meets criteria established by the mobile health service's governing authority.

(12) "Registered nurse" means a nurse who is licensed to engage in registered nursing practice pursuant to KRS 314.041.

Section 2. Scope of Operation and Services. Mobile health services provide medical services in various locations and in some instances utilize a
specially equipped vehicle such as a van, trailer or mobile home. These services include mobile diagnostic imaging and examination services, mobile
treatment services, and any other medical or dental services provided through the use of a mobile vehicle or performed at various locations.

Section 3. Administration. (1) Licensee.

(a) The licensee shall be legally responsible for the service and for compliance with federal, state and local laws and regulations pertaining to
the operation of the service, limited to the scope of the service's certificate of need.

(b) The licensee shall establish lines of authority and designate an administrator who will be principally responsible for the daily operation of the
service. In the case of a service whose governing authority is comprised of more than one (1) licensed hospital, a separate administrator may be
designated from each hospital to serve as the administrator of the service when it is being provided at the hospital where the designee is employed.

(2) Policies. There shall be written administrative policies which the service follows covering all aspects of operation, including:

(a) A description of organizational structure, staffing and allocation of responsibility and accountability;

(b) A description of linkages with inpatient facilities and other providers;

(c) Policies and procedures for the guidance and control of personnel performances;

(d) A written program narrative describing in detail the service(s) offered, methods and protocols for service delivery, qualifications of personnel
involved in the delivery of the services, and goals of the service(s);

(e) A description of the administrative and patient care records and reports; and

(f) Procedures to be followed in the storage, handling and administration of drugs and biologicals.

(3) Personnel.

(8) Medical director. The service shall have a medical director. The medical director shall be a licensed physician or dentist with specialized
training and experience in, and responsibility for, all medical aspects of the service. In the case of a service whose governing authority is comprised
of more than one (1) licensed hospital, a separate medical director may be designated from each hospital's medical staff to serve as the medical
director of the service when it is being provided at the hospital where the physician is on staff. If a service operates only diagnostic examination
equipment, and if the service is offered only to licensed hospitals, and if the employees of the service makes no medical assessment of the
diagnostic patient data collected, then the service shall be exempt from the requirements of this paragraph.

(b) The service shall employ, or provide for through a written contractual agreement, sufficient number of qualified personnel to provide
effective patient care and all other related services. The licensee shall provide written personnel policies which shall be availabie to all employees,
reviewed on an annual basis, and revised as necessary. If the staff-to-patient ratio does not meet the needs of the patients, the Division of Licensing
and Regulation shall determine and inform the program administrator in writing how many additional personnel are to be added and of what job
classification, and shall give the basis for this determination.
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(c) There shall be a written job description for each position which shall be reviewed and revised as necessary.
(d) There shall be an employee health program for mutual protection of employees and patients including provisions for preemployment and
periodic health examination, tuberculin test, and other appropriate tests.
(e) Current personnel records shall be maintained for each employee which include the following:
1. Name, address and Social Security number;
2. Evidence of current registration, certification or licensure of personnel,
3. Records of training and experience; and
4. Records of performance evaluation.
(4) In-service training. All personnel shall participate in ongoing in-service training programs relating to their respective job activities including
thorough job orientation for new employees.
(5) Medical records.
(a) The service shall maintain medical records which contain at least the following:
1. Medical and social history relevant to the service(s) provided, including data obtainable from other providers;
2. Names of referring physician, if any, and physician's orders for special diagnostic services such as x-ray or CT scans;
3. Description of each medical visit or contact, to include condition or reason necessitating visit or contact, assessment diagnosis, services
provided, medications and treatments prescribed, and disposition made;
4. Reports of all physical examinations, laboratory, x-ray, and other test findings relevant to the service(s) provided; and
5. Documentation of all referrals made, including reason for referral, to whom patient was referred, and any information obtained from referral
source.
(b) Confidentiality of all patient records shall be maintained at all times.
(c) Transfer of records. The service shall establish systematic procedures to assist in continuity of care where the patient moves to another
source of care, and the service shall, upon proper release, transfer medical records or an abstract therecf when requested.
(d) Retention of records. After patient's death or discharge the completed medical record shall be placed in an inactive file and retained for five
(5) years or in case of a minor, three (3) years after the patient reaches the age of majority under state law, whichever is longer. Mammography
and other radiology records shall be retained in accordance with federal requirements.
(e) A specific location shall be designated by the mobile health service for the maintenance and storage of the service's medical records.
(f) Provisions for storage of medical records in the event the mobile health service ceases to operate because of disaster, or for any other
reason. The licensee shall safeguard the record and its content against loss, defacement and tampering.

Section 4. Vehicle Requirements. (1) Alf vehicles used in the provision of a health service, as provided by the service's certificate of need, shall
be kept, in optimum order with clean interiors and equipment.

(2) The following standards shall apply only to those vehicles which the patient enters.

(a) There shall be adequate heating and air-conditioning capability in both the driver and patient compartments.

(b) There shall be a minimum of two (2) potential power sources for the vehicle. To insure an immediately available source of power in the
event of a power failure, one (1) must be self-contained on the vehicle. The other source must be an exterior source of power hookup.

(c) The vehicle shall be accessible to users with disabilities either through the use of a wheelchair lift or a ramp which complies with applicable
American National Standards Institute (ANSI) requirements.

(d) The vehicle shall have adequate and safe space for staff and examination procedures, as determined by the cabinet.

(e) Equipment. Vehicles used in the provision of a health service, as provided by the service's certificate of need, shall have the following

essential equipment:

1. One (1) five (5) pound dry chemical fire extinguisher;

2. One (1) first aid kit;

3. Suction apparatus;

4. Oxygen equipment (portable) including:

a. One (1) "D" size oxygen cylinder;

b. One (1) pressure gauge and flow rate regulator;

¢. Adaptor and tubing; and

d. Transparent masks for adults and children. Nasal cannulas may be substituted.

(f) Personnel. Each mobile health service vehicle shall at a minimum be staffed by one (1) person, who may also be the driver of the vehicle,
who shall have the following qualifications:

1. Red Cross Advanced and Emergency Care Certification, each with supplemental CPR instruction certified by the American Red Cross or the
American Heart Association; or

2. EMT-first responder certification; or

3. EMT-A certification; or

4. Licensure as a registered nurse, physician or dentist.

Section 5. Requirements for Provision of Services. A licensed mobile health service shall comply with the requirements listed in Sections 3, 4,
and 6 of this administrative regulation, the service's program narrative, and the additional requirements of this section which relate to the particular
service(s) offered by the licensee.

(1) Diagnostic services, Diagnostic services are those services which are performed to ascertain and assess an individual's physical health
condition.

(a) Diagnostic services, except for mammography services, shall be performed only on the order of a physician or advanced practice registered
nurse as authorized in KRS 314.011(8).

(b) The service shall prepare a record for each patient to include the date of the procedure, name of the patient, description of the procedures
ordered and performed, the referring physician, the name of the person performing the procedure, the date and the name of the physician to
whom the results were sent.

(c) Diagnostic imaging services.

1. Diagnostic imaging services are those services which produce an image, either through film or computer generated video, of the internal
structures of a patient. These services include:

a. X-ray,;

b. MRI;

¢. CT scanning;

d. Ultrasound;

e. Mammaography;

f. Fluoroscopy; and

g. Other modalities using directed energy to gain statistical, physiological or biological diagnostic imaging information.
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2. Any mobile health service which provides diagnostic imaging services shall comply with the following:

a. Equipment used for direct patient care shall be fully approved by the Federal Food and Drug Administration (FDA) for clinical use;

b. There shall be a written preventive maintenance program which the service follows to ensure that imaging equipment is operative, properly
calibrated, and shielded to protect the operator, patient, environment, and the integrity of the images produced. Recalibration of radiation producing
and nonradiation producing instrumentation shall occur at least every six (6) months by biomedical service personnel and radiation producing
instrumentation shall be recalibrated annually by a consulting health physicist.

c. Diagnostic imaging services shall be provided under the supervision of a physician who is qualified by advanced training and experience in the
use of the specific imaging technique for diagnostic purposes;

d. Imaging services shall have a current license or registration pursuant to applicable Kentucky statutes and any administrative regulations
promulgated thereunder;

e. All Personnel engaged in the operation of imaging equipment shall be currently licensed or certified in accordance with applicable Kentucky
statutes and administrative regulations;

f. There shall be a written training plan for personnel in the safe and proper usage of the mobile imaging equipment and system;

g. There shall be a physician's signed order which specifies the reason the procedure is required, the area of the body to be examined, and a
statement concerning the condition of the patient which indicates why mobile imaging services are necessary; and

h. There shall be sufficiently trained on-duty personnel with adequate equipment to provide emergency resuscitation services in the event of a
patient emergency.

(d) Other diagnostic services.

1. Other diagnostic services are those services which are provided through the use of diagnostic equipment, and physical examination. These
services include:

a. Electrocardiogram services;

b. Electroencephalogram services;

¢. Holter monitor services;

d. Disability determination services;

e. Pumonary function services,

f. Aphresis services;

g. Blood gas analysis services;

h. Echosonogrophy services; and

i. Doppler services.

2. Equipment used for direct patient care shall comply with the following:

a. The licensee shall establish and follow a written preventive maintenance program to ensure that equipment shall be operative and properly
calibrated;

b. All Personnel engaged in the operation of diagnostic equipment shall have adequate training and be currently licensed or certified in
accordance with applicable Kentucky statutes and administrative regulations; and

¢. There shall be a written training plan for the adequate training of personnel in the safe and proper usage of the equipment.

3. Physical examination services shall be nonabusive and provided in a manner which ensures the greatest amount of safety and security for
the patient.

a. Protocols for diagnostic examinations shall be developed by the medical director.

b. Personnel performing physical examinations shall have adequate training and be currently licensed or certified in accordance with applicable
Kentucky statutes and administrative regulations.

c. Personnel performing physical examinations shall be limited by the relevant scope of practice of Kentucky licensure.

(2) Treatment services. Treatment services are those services provided to an individual who, because of a physical health condition, is in need
of medical assistance for the attainment of their maximum level of physical function.

(a) Mobile health clinic. A mobile health clinic is a health service providing both diagnostic and treatment services through the use of a mobile
vehicle. A mobile health clinic may provide a wide range of diagnostic and treatment services on an outpatient basis for a variety of physical health
conditions.

1. Policies. The licensee shall develop patient care policies with the advice of a group of professional personnel that includes one (1) or more
physicians and one (1) or more advanced practice registered nurses. At least one (1) member shall not be a member of the mobile health clinic
staff. The policies shall include:

a. A description of the services the mobile health dlinic provides directly and those provided through agreement;

b. Guidelines for the medical management of health problems which include the conditions requiring medical consultation and/or patient referral,
and the maintenance of health records; and

¢. Procedures for review and evaluation of the services provided by the clinic at least annually.

2. Personnel. The mobile health clinic shall have a staff that includes at least one (1) physician and at least one (1) advanced practice registered
nurse. The clinic shall employ such other staff or ancillary personnel that are necessary to provide the services essential to the clinic's operation.

a. The physician shall;

(i} Be responsible for all medical aspects of the clinic and shall provide direct medical services in accordance with the Medical Practice Act, KRS
Chapter 311. In addition, the physician shall provide medical direction, supervision, and consultation to the staff;

(i) In conjunction with the advanced practice registered nurse(s), participate in developing, executing, and periodically reviewing the mobile
health clinic's written policies and services;

(iiiy Periodically review the mobile health clinic's patient records, provide medical orders, and provide medical care services to patients of the
mobile health dlinic; and

(iv) Be present for consuitation weekly, and be available within one (1) hour, through direct telecommunication for consultation, assistance with
medical emergencies, or patient referral.

b. The advanced practice registered nurse shalk:

(iy Participate in the development, execution and periodic review of the written policies governing the services the mobile health clinic provides;

(iiy Participate with the physician in periodic review of patient health records;

(iiiy Provide services in accordance with mobile health clinic policies, established protocols, the Nurse Practice Act (KRS Chapter 314), and with
administrative regulations promulgated thereunder;

(iv) Arrange for, or refer patients to needed services not provided at the mobile health clinic; and

(v) Assure that adequate patient health records are maintained and transferred when patients are referred.

3. The mobile health clinic shall have linkage agreements or arrangements with each of the following:

a. Inpatient hospital care;

b. Physician services in a hospital, patient's home, or long-term care facllity;

¢. Additional and specialized diagnostic and laboratory services that are not available at the mobile health clinic;

d. Home health agency;
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e. Emergency medical services;

f. Pharmacy services; and

g. Local health department.

4. The mobile health clinic shall carry out, or arrange for an annual evaluation of its total program, shall consider the findings of the evaluation,
and take corrective action, if necessary. The evaluation shall include:

a. The utilization of clinic services including at least the number of patients served and the volume of services;

b. A representative sample of both active and closed clinical records; and

c. The mobile health clinic's health care policies.

5. The mobile health clinic shall develop and maintain written protocals, i.e., standing orders, rules of practice, and medical directives, which
apply to services provided by the clinic and which explicitly direct the step-by-step collection of subjective and objective data from the patient. The
protocols shall further direct data analysis, direct explicit medical action depending upon the data collected, and include rationale for each decision
made. The protocols shall be signed by the staff physician.

6. The Mobile health clinic staff shall furnish those diagnostic and therapeutic services and supplies that are commonly furnished in a physician's
office or at the entry point into the health care delivery system. These include medical history, physical examination, assessment of heaith status,
and treatment for a variety of medical conditions.

7. The mobile health clinic shall provide basic laboratory services essential to the immediate diagnosis and treatment of the patient, including:

a. Chemical examinations of urine by stick or tablet methods or both (including urine ketones);

b. Microscopic examinations of urine sediment;

¢. Hemoglobin or hematocrit;

d. Blood sugar;

e. Gram stain;

f. Examination of stool specimens for occult blood;

g. Pregnancy tests;

h. Primary culturing for transmittal to a hospital laboratory or licensed laboratory; and

i. Test for pinworms.

8. The mobile health clinic shall provide medical emergency procedures as a first response to common life-threatening injuries and acute ilness,
and have available the drugs and biologicals commonly used in lifesaving procedures, such as analgesics, anesthetics (local), antibiotics,
anticonvulsants, antidotes and emetics, serums and toxoids.

9. The dlinic shall post in a conspicuous area at the entrance, visible from the outside of the clinic, the hours that emergency medical services will
be available in the clinic, the dlinic’s next scheduled visit, and where emergency medical services not provided by the clinic can be obtained during
and after the clinic's regular scheduled visits and hours of operation.

(b) Mobile dental clinic. A mobile dental clinic is a health service providing both diagnostic and dental treatment services at different locations
through the use of a mobile vehicle or equipment.

1. Policies. The licensee shall develop patient care policies with the advice of a group of professional personnel that includes at least one (1)
licensed dentist. These policies shall include:

a. Guidelines which identify the dental problems which may not be performed in the mobile unit, and provisions for patient referral;

b. Guidelines for the review and evaluation of the services provided by the clinic at least annually; and

¢. Guidelines for procedures to be followed in the event a patient has a medical emergency.

2. Personnel. The mobile dental clinic shall have a staff that includes at least one (1) licensed dentist and at least one (1) dental assistant.

a. The dentist shall:

(i) Be responsible for all aspects of patient care in accordance with KRS Chapter 313 and any administrative regulations promulgated
thereunder;

(i) Be present in the clinic at all times that a patient is receiving dental care; and

(iiiy Provide direct supervision to all staff involved in the delivery of services.

b. The dental assistant shall:

(i) Provide services in accordance with the mobile dental clinic policies and established protocols, KRS Chapter 313, and any administrative
regulations promulgated thereunder; and

(i) Provide services only under the direct supervision of a licensed dentist.

3. Equipment. The mobile dental clinics shall have the following equipment:

a. X-ray units;

b. Sterilizer;

c. High-speed suction;

d. Dental lights; and

e. Emergency kit with the following drug types:

(i) Antiallergenic;

(i) Vasodilators;

(iiy Anticonvulsives; and

(iv) Vasopressors.

(c) Mobile lithotripter service. A mobile lithotripter service is a health service which provides for a noninvasive technique for removing kidney or
ureteral stones through the use of a lithotripter at various hospital locations.

1. Mobile lithofripter services may only be delivered on the grounds of the hospital utilizing the mobile lithotripter service.

2. Lithotripsy services shall be performed only on the order of a physician.

3. Lithotripsy services shall be provided under the supervision of a physician who is qualified by advanced training and experience in the use of
lithotripsy treatment.

4, The service shall prepare a record for each patient to include the date of the procedure, name of the patient, description of the procedures
ordered and performed, the referring physician, and the name of the person performing the procedure.

5. There shall be a physician’s signed order which specifies the reason the procedure is required, the area of the body to be exposed, and the
anticipated outcome of treatment.

6. Policies. A mobile lithotripter service shall develop patient care policies with the advice of a group of professional personnel that includes at
least one (1) qualified urologist and one (1) qualified anesthetist. At least one (1) member shall not be a member of the mobile lithotripter service
staff. The policies shall include:

a. A description of how a patient will be transported between the hospital and the mobile lithotripter service;

b. Procedures to be followed in the event a patient has a medical emergency;

¢. Guidelines for the review and evaluation of the service on an annual basis; and

d. Policies and protocols governing the utilization and responsibilities of hospital staff in the delivery of lithotripter services.

7. Personnel. The mobile lithotripter service shall employ at least one (1) lithotripter technician, and shall employ or make arrangements with the
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hospital utilizing the service for at least one (1) registered nurse, one (1) qualified urologist to be present in the unit during the delivery of lithotripsy
services, and one (1) qualified anesthetist to be available for procedures requiring anesthesia.

8. Lithotripsy equipment used for direct patient care shall comply with the following:

a. Lithotripsy equipment shall be fully approved by the Federal Food and Drug Administration (FDA) for clinical use;

b. The licensee shall establish and follow a written preventive maintenance program to ensure that equipment shall be operative, properly
calibrated, properly shielded, and safe for the patient, operator, and environment;

c. All Personnel engaged in the operation of diagnostic equipment shall have adequate training and be currently licensed, certified or registered
in accordance with applicable Kentucky statutes and administrative regulations; and

d. There shall be a written training plan for the adequate training of personnel in the safe and proper usage of the equipment; and

e. There shall be sufficiently trained on-duty personnel with adequate equipment to provide emergency resuscitation in the event of a patient
emergency.

(d) Other treatment services, including IV therapy services, shall be performed only on the order of a physician.

1. IV therapy shall only be performed by a registered nurse and shall be limited to nursing services which are required for the initial start-up of
an IV therapy program.

2. If nursing services are required which exceed the initial start-up of IV therapy, they shall be provided by an appropriately licensed agency to
provide care under a physician's plan of care.

3. All services provided shall be under the supervision of a licensed physician.

4. Policies. The licensee shall develop patient care policies with the advice of a group of professional personnel that includes one (1) or more
physician(s) and one (1) or more registered nurse(s). At least one (1) member shall not be a member of the service's staff. The policies shall
include:

a. A description of the services provided;

b. A requirement to inform patients of other in-home services which can be provided only by other appropriately licensed agencies;

c. A requirement for a written common plan for treatment and coordination of treatment with other licensed health care providers servicing the
patient, and immediate verbal communication between providers of revisions in the common plan shall be documented in the plan of treatment;

d. Guidelines for the medical management of health problems which include the conditions requiring medical consultation or patient referral, and
the maintenance of health records;

e. Procedures for review and evaluation of the services provided at least annually; and

f. Guidelines for patient and environment assessment.

5. Personnel. The service shall have a staff that includes at least one (1) registered nurse. The service shall employ such other staff or ancillary
personnel that are necessary and essential to the service's operation. The registered nurse shall:

a. Participate in the development, execution and period review of the written policies governing the services provided,

b. Participate with the physician in periodic review of patient health records;

c. Provide services in accordance with established policies, protocols, the Nurse Practice Act (KRS Chapter 314), and with administrative
regulations promulgated thereunder;

(iy Arrange for or refer patients to needed services that cannot be provided by the service; and

(i) Assure that adequate patient health records are maintained and transferred when patients are referred.

6. In-service training programs shall include instruction in:

a. Use of equipment;

b. Side effects and precautions of drugs and biologicals; and

c. Infection control measures.

7. The service shall carry out, or arrange for an annual evaluation of its total program, shall consider the findings of the evaluation, and take
corrective action, if necessary. The evaluation shall include:

a. The utilization of the service including at least the number of patients served and the volume of services;

b. A representative sample of both active and closed records; and

¢. The service's health care policies.

Section 6. Waste Processing. (1) Sharp wastes, such as broken glass, scalpel blades, and hypodermic needles, shall be segregated from other
wastes and aggregated in rigid disposable containers immediately after use. Needles and syringes shall not be cut, dismantled, or destroyed after
use, but shall be placed intact into a rigid container. The rigid containers of sharp wastes shall either be incinerated or disposed of in a sanitary
landfill approved pursuant to 401 KAR 47:080.

(2) The mobile health service shall establish a written policy for the handling and disposal of all pathological and microbiologic laboratory waste.
Any incinerator used for the disposal of waste shall be in compliance with 401 KAR 59:020 or 401 KAR 61:010.

(a) Pathological and microbiologic laboratory waste shall be placed in double impervious plastic bags and each bag shall be two (2) mils in
thickness. A bag, when full, shall not exceed twenty-five (25) pounds. All bags shall be securely closed and a tag, which reads "INFECTIOUS
WASTE" and identifies the mobile health service from which the waste is being removed, shall be attached to the bag in a conspicuous manner.
These wastes shall be sterilized before disposal or be disposed of by incineration if they are combustible.

(b) All unpreserved tissue specimens shall be incinerated off site.

(3) The following liquids shall be disposed of by incineration or by sanitary sewer:

(a) Blood;

(b) Vaginal or cervical secretions or exudates;

(c) Semen;

(d) Cerebrospinal, synovial, pleurol, pericardial, peritoneal or amniotic fluids;

(e) Saliva in dental procedures;

(f) Fluids visibly contaminated with blood; and

(9) Mixed fluids where any of the above may be involved. (23 Ky.R. 2645; Am. 2999; eff. 1-15-1997;, TAm eff. 3-11-2011;, TAm eff. 12-10-
2012.)
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State of Tennessee

Health Services and Development Agency
Andrew Jackson, g™ Floor, 502 Deaderick Street, Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364 Fax: 615-741-9884

June 1, 2015

Melissa Hess, Director of Nursing
Implanted Pump Management
200 Prosperity Place, #102
Knoxville, TN 37923

RE: Implanted Pump Management, LLC - Certificate of Need CN1407-027
The establishment of a home care organization and the initiation of home health services limited to
intrathecal pump services. The parent office will be located at 200 Prosperity Place #102, Knoxville (Knox
County), TN 37932, There are no branch offices proposed for this project. The service area includes all 95
counties in Tennessee. The estimated project cost is $13,038.00.

Dear Ms. Hess:

This is to notify you that the referenced application is scheduled to be acted upon by the
Agency at its next monthly meeting in Nashville on Wednesday, June 24, 2015 beginning at
8:30 A.M. The meeting will be held at the following location:

Legislative Plaza
Room 12
Sixth Avenue North & Union Street
Nashville, TN

Please be present and prepared to make a brief presentation and to respond to any questions
regarding the application. Your presentation should address the following:

o Why the project is needed to provide necessary health care in the service area;

e How it can be economically accomplished and maintained; and,

e Its contribution to the orderly development of adequate and effective health care
facilities and/or services.

In its review of the project, the Agency will weigh and consider the health care needs of
consumers, particularly women, racial and ethnic minorities, TennCare or Medicaid recipients
and low income groups. The applicant’'s current and future commitment to TennCare and any
contractual agreements should be disclosed if applicable to the type facility or service sought.



Melissa Hess, Director of Nursing
June 1, 2015
Page 2

Should you desire that Agency members receive information that has not been previously
submitted, please forward 14 copies of the information to this office by noon on June 10, 2015.

Meeting procedure information is enclosed for your review. Please call if you have any
questions.

Sincerely,

\N\\M Qi

Melanie M. Hill
Executive Director

Enclosure



HEALTH SERVICES AND DEVELOPMENT AGENCY MEETING
MARCH 25, 2015
APPLICATION SUMMARY

NAME OF PROJECT: Implanted Pump Management, LLC

PROJECT NUMBER: CN1407-027
ADDRESS: 200 Prosperity Place, Suite 102

Knoxville, (Knox County), Tennessee 37923
LEGAL OWNER: Implanted Pump Management, LLC

1401 Valley Road

Wayne, New Jersey 07470

OPERATING ENTITY:  Not Applicable

CONTACT PERSON: Melissa Hess, Director of Nursing
Implanted Pump Management, LLC
200 Prosperity Place, Suite 102
Knoxville, Tennessee 37923
(201) 475-9635

DATE FILED: July 3, 2014
PROJECT COST: $13,038
FINANCING: Cash Reserves

PURPOSE FOR FILING: Establishment of a home care organization and the
initiation of specialized home health services limited
to intrathecal pump services.

DESCRIPTION:

Implanted Pump Management, LLC (IPM) is requesting approval to establish a
home care organization and provide specialized skilled nursing services for
patients with surgically implanted intrathecal pumps under physician’s orders.
The applicant’s proposed specialized home health service will be contractually
supported by Basic Home Infusion Pharmacy located at 1401 Valley Road in
Wayne, New Jersey; Intrathecal Compounding Specialists, LLC (ICS) located at
206 A Jacob’s Run in Scott, Louisiana; and possibly other qualified pharmacies to

IMPLANTED PUMP MANGEMENT, LLC
CN1407-027
MARCH 25, 2014
PAGE1



be selected by the applicant as necessary. Both named pharmacies hold active
Tennessee licenses issued by the Tennessee Department of Health. The applicant
states that the pharmacies will be contracted to provide medication
compounding, processing of physician orders, medication dose titrations and
changes, and consultation with the appropriate dispensing physician, patient
and IPM clinical staff. An overview of the nature and scope of the services
provided by the applicant and the contracted pharmacy (s) is summarized on
pages 10 and 11 of the application, pages 22-23 of Supplemental 1 and page 8 of
Supplemental 2.

The applicant proposes serving all 95 Tennessee Counties from a home office
located at 200 Prosperity Place, Suite 102 in Knoxville (Knox County), Tennessee.

Important Note to Agency Members: Following HSDA completeness review
ending September 2014, the application was submitted to TDH for mandatory 60
day licensing agency review in accordance with HSDA Rules. Subsequently, John
Dreyzehner, MD, MPH, Commissioner, Tennessee Department of Health,
submitted a letter on November 24, 2014 to Melanie Hill, Executive Director,
HSDA, requesting that the Agency’s Board defer hearing the application in
December 2014 by granting an additional 90 days before hearing the application
in order to finalize its review of the project. HSDA approved the request and
placed the application on the agenda for the March 25, 2015 Agency meeting. Dr.
Dreyzehner’s letter follows this summary.

SERVICE SPECIFIC CRITERIA AND STANDARD REVIEW

HOME HEALTH SERVICES

1. The need for home health agencies/services shall be determined on a
county by county basis.

2. In a given county, 1.5 percent of the total population will be considered as
the need estimate for home health services in that county.

The 1.5 percent formula will be applied as a general guideline, as a means of
comparison within the proposed service area.

3.  Using recognized population sources, projections for four years into the
future will be used.

4. The use rate of existing home health agencies in the county will be
determined by examining the latest utilization rate as calculated in the Joint
Annual Report of existing home health agencies in the service area.

IMPLANTED PUMP MANGEMENT, LLC
CN1407-027
MARCH 25, 2014
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Based on the number of patients served by home health agencies in the
service area, estimation will be made as to how many patients could be
served in the future.

The applicant states that the specialized nature of the proposed skilled nursing
service and the lack of comparable utilization data from existing agencies
impact the ability to provide an estimate of need for specialty infusion therapy
services. Following Steps 1-4 above, the Department of Health report that is
based on 2013 “Final” data indicates that 102,503 residents of the applicant’s
proposed 95 county service area will need home health care in 2018; however
approximately 184,157 patients are projected to be served in 2018 by existing
home health organizations resulting in a net excess or surplus of (81,654).

It appears that this application does not meet the criterion.

5. Documentation from referral sources:

a. The applicant shall provide letters of intent from physicians and
other referral sources pertaining to patient referral.

During initial staff review of the application, the applicant provided
letters of support in the application from two patients that currently have
implanted intrathecal pumps and 3 medical pump vendor representatives
(pages 67-72 of application). The applicant also provided letters from a
physician member of Neurosurgical Associates in Nashville and a member
of Comprehensive Pain Specialists in Hendersonville (see 9/11 and 9/19
letters in Additional Information to Supplemental 4). Although the 2
physicians mention the need for the proposed service, no indication is
given regarding the potential number of referrals.

Since the applicant is requesting a 95 county service area, it appears that
this criterion has not been met.

b. The applicant shall provide information indicating the types of
cases physicians would refer to the proposed home health agency
and the projected number of cases by service category to be
provided in the initial year of operation.

The applicant projects approximately 1,440 ftotal visits in Year 1 for
approximately 120 intrathecal pump patients increasing to 2,880 total
visits in Year 2 for 240 patients (note: using estimates from existing
intrathecal pump vendors, the applicant states that approximately 300
intrathecal pumps are currently in use in Tennessee). It expects to receive
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referrals from physicians who initiate intrathecal implanted pump therapy
such as neurosurgeons, other surgeons that may implant the pumps, and
physicians with specialties in pain management or neurology.
Clarification about the sources of referrals is addressed on page 22,
Supplemental 2. The applicant notes that patients requiring skilled
nursing services for assistance with infusion pump medication refills,
titrations, and changes in medical condition would be candidates for
referrals by physicians. However, as previously noted, the 2 physician
referral letters did not specify the number of potential referrals.

It appears this criterion has been met.

. The applicant shall provide letters from potential patients or
providers in the proposed service area that state they have
attempted to find appropriate home health services but have not
been able to secure such services.

The applicant provided letters on pages 71 and 72 of the application from
two individuals residing in Tennessee (Gainesboro and Lebanon) that
state a home care option would be the best for them and their families. As
noted, letters were provided by 2 physicians who practice in the Middle
Tennessee area in Supplemental 4.

Since the applicant is requesting a 95-county service area, it appears that
this criterion has not been met.

. The applicant shall provide information concerning whether a
proposed agency would provide services different from those
services offered by existing agencies.

The applicant describes the specialized and unique nature and scope of the
proposed services in Section B, pages 11 and 12 and Section C, pages 20-
24 of the application. ICD-9 codes and key CPT codes that illustrate same
were submitted with Supplemental 3. Note: potential errors such as
incorrect pump programming and incorrect medication dosage are
discussed in more detail on pages 8 and 24 of Supplemental 1.

The applicant stated that Camellia Home Health (TN license # 0144) has
the ability to provide skilled nursing services to intrathecal implanted
pump patients in its 28 county East Tennessee service area. However, the
applicant maintains that the agency’s Director of Nursing states that
Camellia has not yet provided intrathecal pump services to any of its
Tennessee patients (page 2, Supplemental 4).
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IPM'’s proposed specialty infusion services would be provided by trained
nursing staff that must complete and pass a credentialed nurse training
program. Based on all of the factors above, the applicant maintains that the
provision of skilled nursing services for intrathecal pump patients is
unique and does not appear to be provided by other existing home health
agencies in Tennessee.

It appears this criterion has been met.

6. The proposed charges shall be reasonable in comparison with those of other
similar facilities in the service area or in adjoining service areas.

a. The average cost per visit by service category shall be listed.

The applicant projects an average gross charge of $200 per skilled nursing
visit based on 1,440 total projected visits in Year 1 and 2,880 total visits
in Year 2 of the project. Note: the average charge excludes medications
provided by the contracted pharmacy that will do its own billing for its
services.

Per the response provided on page 19 of Supplemental 1, the applicant
states that average cost is $100.00 per visit. This appears to be relatively
consistent with the $105.24 cost per visit in Year 1 decreasing to
approximately $70.73 per visit in Year 2per the budgeted operating
expenses in the Projected Data Chart of the application. Although there
are no known agencies with similar services for comparison, the applicant
notes that typical reimbursement by commercial plans ranges from $150-
$250 per visit. The applicant also notes that Medicare does not cover its
proposed skilled nursing services for home infusion services.

It appears this criterion has been met.

b. The average cost per patient based upon the projected number of visits
per patient shall be listed.

The applicant expects to provide 1,440 total visits for approximately 120
patients per day in Year 1 increasing to 2,880 total visits for 240 patients
in Year 2, based on 12 visits per intrathecal pump patient per year. As
noted, it appears that there is an average cost of approximately $105.24
per visit in Year 1 (note: this amount also equates to $1,262.82 per patient
in Year 1).

It appears this criterion has been met,
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Staff Summary
Note to Agency members: This staff summary is a synopsis of the original
application and supplemental responses submitted by the applicant. Any HSDA
Staff comments will be presented as a “Note to Agency members” in bold italics.

Summary

Implanted Pump Management, LLC an existing, New Jersey Limited Liability
Corporation formed in February 2012 and registered in Tennessee in October
2013, seeks approval to establish a home health organization and provide skilled
nursing services limited to patients with surgically implanted intrathecal
infusion therapy pumps. The applicant states that it also plans to provide
services to implanted pump patients in other states in the near future, including
Florida, Utah and New Jersey, subject to meeting appropriate licensure
requirements. IPM’s proposed nursing services will be provided to patients in
their home under physician ordered plans of care. The proposed home health
agency will be located in approximately 80 square feet of leased office space at
200 Prosperity Place, Suite 102 in Knoxville, Tennessee.

The applicant’s nursing team will consist of 2-3 fulltime equivalent registered
nurses in Year 1 that will serve approximately 120 patients in their homes
statewide in all 95 Tennessee counties. IPM states that its nursing staff model is
based on the following: 1) a staff ratio of one nurse to 40 patients, 2) a
geographical coverage area within a 180-mile radius of the nurse’s home address,
and 3) capability of implementing any physician orders within 48 hours. The
applicant will also provide a call center to expand contact with patients and
physicians on a 24/7 basis. Additionally, patient physicians will have 24/7
secure access to their patient’s clinical information using IPM’s proprietary web
portal. Melissa Hess, RN, the contact for the Certificate of Need application, will
serve as the proposed agency’s administrator.

As noted during review of the application by HSDA and the Tennessee
Department of Health (TDH), the applicant has plans to contract with 2 specialty
compounding pharmacies that are presently licensed by TDH to support the
proposed intrathecal pump service in Tennessee. These include 1) Basic Home
Infusion of Wayne, New Jersey, whose majority owner, Roy Putrino, is also the
single member of the applicant LLC (license # 4656, issued 5/2009, expires 3/2016),
and 2) Intrathecal Compounding Specialists (ICS) of Scott, Louisiana, which is
not related by ownership to the applicant (license # 4485, issued 2/2008, expires
2/2016). Additional information about the Louisiana compounding pharmacy is
provided on page 4 of supplemental 1 and attachment 4 of Supplemental 2. A
draft contract between the applicant and ICS that identifies the responsibilities of
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the parties is provided with the attachments to Supplemental 3. As indicated in
the TDH summary, e-mail correspondence from the applicant addressed
questions pertaining to the licensure status of both pharmacies, including status
of corrective action in response to civil penalties, sanctions or judgments.

The payor types of home health patients to be served by the applicant will be
commercial insurance that provide home care benefits or self-pay patients. The
applicant does not intend to certify its limited service home health agency for
Medicare and Medicaid. Although the applicant states that it has no plans to
provide charity care, a small amount averaging approximately $1,500 per year is
budgeted in the Projected Data Chart for these patients.

The applicant maintains that its proposed in-home skilled nursing service
activities required in connection with implanted pump infusion therapy patients
focuses on serving as an “extension” to patient physicians to assist in facilitating
the highest possible therapy outcomes. Key activities include patient/family
education; medication administration for pump refills in accordance with
physician orders; comprehensive nursing consisting of vital signs, determination
of pain or spasticity level; complete head to toe assessment; and a telemetry
reading of the pump in accordance with practice guidelines. These services will
be provided by the applicant’s registered nurse employees who must complete
IPM’s comprehensive nursing education program prior to being assigned a
patient caseload. IPM’s nursing staff roles and responsibilities are addressed on
page 23 of the application. Additional clarification was provided on pages 1-2 of
Supplemental 1, pages 3-7 of Supplemental 2 and pages 25-30 of the TDH
questions in Exhibit 2 of Supplemental 3 (note: a copy of IPM’s nursing training
module was submitted with Supplemental 3).

The contracted compounding pharmacy is expected to be actively accredited and
follow all state and federal regulations in regards to intrathecal pump
medications and narcotics. The pharmacy will receive and process the physician
orders then compound, package and ship the medication with a copy of the
signed physician order to the applicant’s assigned registered nurse (RN). The
IPM staff nurse will then transport the medication to ensure temperature control
and safety and will administer the medication to the patient in his/her home in
accordance with signed physician orders. Types of infusion products to be
administered include refills of intrathecal pump pain medications under physician
orders for patients with cancer pain, multiple sclerosis or cerebral palsy. (Sources:
page 22, Supplemental 1 and page 4, Supplemental 3)

Note to Agency Members: the above is a brief summary of the nature and scope of
the proposed in-home skilled nursing service for infusion therapy patients. For more
detailed descriptions about the nature and scope of services, including measures
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taken to reduce the risks associated with these types of patients, please see the
HSDA and TDH staff questions for Items 5.A - 5.L on pages 1-6 of Supplemental 1,
Items 4.A-4.] on pages 3-7 of Supplemental 2 and Exhibit 1 and Exhibit 2 of
Supplemental 3.

A description of patients with demonstrated needs for implanted pump infusion
nursing services in the home that may otherwise be unavailable from other home health
agencies is summarized as follows:

Implanted Intrathecal Pump Infusion Therapy - this highly specialized
service is given to a very narrow and complex range of patients who have
- failed traditional therapy for severe or chronic pain and now rely on
implanted drug delivery systems for their treatment. Types of patient
conditions include pain secondary to cancer, multiple sclerosis, traumatic
brain injury, head trauma, paralysis or stroke. Carefully selected by their
physicians, these patients will have a specialized pump implanted in the
intrathecal space surrounding the spinal cord during a surgical procedure in
an inpatient or outpatient setting and their medication regimen started.
Implanted pump infusion therapy may be appropriate for patients who have
the care and resources available to manage potential risks such as infection,
narcotic withdrawal, drug compounding errors and pump programming
errors. Typical patient diagnoses include Chronic Pain Syndrome, Complex
Regional Pain Syndrome, Multiple Sclerosis, Cerebral Palsy, Abnormal
Involuntary Movement (Spasticity) and Traumatic Brain Injury. (For further
detail regarding the ICD-9 codes that apply to these patients please see page 9,
Supplemental 2).

Ownership
The applicant is a New Jersey limited liability corporation first formed in 2012

with one member, Mr. Roy Putrino, a licensed pharmacist located at 1401 Valley
Road in Wayne, New Jersey. Mr. Putrino also has ownership interests in Basic
Home Infusion Pharmacy (BHI), formerly Basic Home Care. BHI is one of the
two pharmacies that the applicant intends to contract with for the proposed in-
home intrathecal pump skilled nursing service.

¢ As described in more detail in the TDH summary, BHI holds an active
non-resident Tennessee pharmacy license that was first issued by TDH in
May 2009. BHI is also a licensed pharmacy in several other states,
including Illinois, Colorado, Indiana, New Jersey and Indiana (note: please
see questions to the applicant in the TDH summary pertaining to concerns and
questions regarding BHI's prior history).

e The applicant expects to begin serving intrathecal pump patients in other
states, including Florida, Utah and New Jersey, subject to state home
health licensure requirements and related requirements or mandates.
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e IPM holds a provisional home health license in Utah and is pending

licensure in Florida.

e Per the applicant, it appears that IPM is exempt from home health

licensure in New Jersey on the basis of providing one single service.

e An executive level organizational chart is provided on page 47 of the

application.

Facility Information

The parent office of the proposed project will be in approximately 80
square feet of leased space in an existing office building in downtown
Knoxville at 200 Prosperity Place.

The office will be used solely for administrative support purposes as a
repository for home health service policies and procedures, personnel
records and other required documentation.

There is no construction, renovation or modification required to
implement the proposed project.

Per Item 4, page 10 of Supplemental 1, branch offices will not be used
based on the specialized nature of the proposed service.

Project Need

Lack of agencies that provide in-home skilled nursing care to
intrathecal pump patients.

Physicians requesting availability of in-home supportive nursing care
model for their intrathecal pump patients.

Need for specialized agency(s) that can serve as extension of
physicians by providing nursing care to patients in their home and
providing accurate and timely clinical information through secure
means.

Difficulty by patients to travel to physician for pump refills and office
visits, especially patients with limited mobility or who are homebound.
Need for accurate, reliable and timely information systems support to
maintain patient medical record and facilitate communication with
physicians through secure means. IPM’s electronic medical record system
and secure web portal for attending physicians appears to be innovative
initiatives in addressing this need.

As noted in this application and other similar projects for specialized
infusion therapy services, traditional home health agencies do not
typically provide in-home skilled nursing care for patients with
surgically implanted intrathecal infusion pumps. Please note the
comparison in the table below.
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Comparison of Applicant to Other Types of Home Health Agencies

Variable Medicare Home Health | Infusion Nursing Agency | Intrathecal Pump Service
Agency
Average One to Two Hours Up to six hours Up to two hours*
Visit
Duration
Administration kit
Equipment | Generally not involved Typically includes (syringes & other
infusion equipment disposable items)
Pump programmer
Payor 80% Medicare and Private Insurance mainly Commercial Insurance
TennCare Patients and Self-Pay
Age Approximately 68% Majority under Age 65 Not available
Over Age 65+
Service | 44% is skilled nursing. 100% specialized skilled 100% specialized skilled
Provided | Additional services may nursing nursing
include therapy, home
health aide, and medical
social services.
Patient " Homebound Patient may or may not be May or may not be
Status homebound homebound

*Note: the applicant states each patient may receive 12 visits per year. In addition, the patient
should expect to visit his/her physician 4 times per year (page 25, Supplemental 1). Chart Sources

include: CN1406-017A, CN1406-018A and CN1411-046 (pending)

* Note to Agency members: The attachment to the Department of Health
Report indicated that based on 2013 data, 102,503 service area residents
will need home health care in 2018; however 184,157 patients are projected
to be served in 2018 resulting in a net excess of (81,654). Please note that
this need is calculated for all home health patients, not just those needing
home infusion services.

Service Area Demographics

¢ The proposed service includes all 95 Tennessee Counties.

* Per the TDH project summary, the total population of the 95 county
statewide service area is expected to increase by approximately 3.7% from
6,588,698 residents in calendar year (CY) 2014 to 6,833,509 residents in CY

2018.

* The age 64 and younger population accounted for approximately 85.1% of
the total population in CY2014. This age group is expected to increase by
approximately 12.3% from 5,606,714 in 2014 to 5,731,096 in 2018.

IMPLANTED PUMP MANGEMENT, LLC

CN1407-027

MARCH 25, 2014

PAGE 10




11

o The 65 and older population accounted for approximately 14.9% of the
total population in 2014. This age group is expected to increase by
approximately 12.3% between 2014 and 2018.

o The latest 2014 percentage of the statewide population enrolled in the
TennCare program is approximately 18.1%.

Sources: Tennessee Department of Health, Division of Policy, Planning and Assessment,
Office of Health Statistics, U.S. Census Bureau, Bureau of TennCare.

Service Area Historical Utilization

Using licensure and provider utilization records maintained by the Tennessee
Department of Health, the applicant identified approximately 157 existing
licensed home health agencies in Tennessee. The name of the agency, location of
parent office, licensed counties and utilization for 2011 - 2013 is provided in the
table on pages 4-13 of Supplemental 3. As a whole, the agencies served
approximately 176,910 patients in 2011 decreasing by 0.5% to 175,924 patients in
2013.

Note to Agency members: The Joint Annual Report does not capture utilization
data specific to implanted intrathecal pump therapy patients. There is not a
known public database available that reports this type of data.

During review in 2012 of a previous Certificate of Need application for home
infusion nursing (Coram Alternative Site Services), HSDA staff contacted the
Tennessee Association of Home Care (TAHC) regarding home health providers
and the Tennessee Hospital Association (THA) regarding hospital-based home
care providers.

TAHC indicated the following:

o TAHC membership applications on file indicate that 224 home health
offices (parents and branches) offer infusion therapy services.

o Standard home health policy is that first dose should be completed in the
hospital setting.

o The majority of home health agencies partner with an infusion company
for administration of the second dose in the home.

o The home health nurse continues to support the patient’s needs with
observations and reports to the physician. It is unrealistic to think that a
home health provider could limit their care to only infusion therapy.
Infusion may be the primary need but there are typically patients with
multiple chronic illnesses and co-morbidities who need a holistic, multi-
disciplinary approach to their health care

o The barriers to home infusion therapy are generally noted as staffing and
adequate payment. This is a growing issue for all homecare providers as
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both governmental and commercial payors continue to look to provider
payments to cut costs.

» Homebound status is only a Medicare issue. An infusion company would
be held to the same standard if it were a Medicare-certified home health
agency.

THA’s response included that a “typical” home care provider does not provide
infusion administration for:

» Patients requiring 6 hour therapies.

* Medicare patients who are not homebound which is a requirement that

applies only to Medicare.

® Many non-Medicare patients who are not homebound are served

* Patients requiring first dose administration

® Patients requiring three doses daily

THA also advised that member home health agencies see patients in every
county in the state and that there are pediatric programs often affiliated with
pediatric hospitals such as Vanderbilt, Methodist LeBonheur, and East
Tennessee Children’s Hospital.

During review of this application and 2 Coram/CVS Certificate of Need projects
for specialty infusion services (please see descriptions for CN1406-017A and
CN1406-018A at the end of this summary), HSDA staff received confirmation by
phone and by an email from a representative of TAHC that the TAHC
information provided in 2012 was still accurate at the time the applicant’s
proposal was under review in 2014.

Applicant’s Projected Utilization

e Per the applicant, implanted pump representatives estimate there were
approximately 300 implanted pump patients in Tennessee during 2014.

* The applicant projects serving 120 patients in Year 1 increasing to 240
patients in Year 2

e The applicant is projecting 1,440 total visits in Year 1 increasing to
approximately 2,880 visits in Year 2. The applicant bases the projected
intrathecal pump patient visit schedule on approximately 12 skilled
nursing visits per patient per year.

e IPM'’s projected patient caseload in Year 1 amounts to approximately 40%
of the estimated 300 intrathecal pump patients in Tennessee in CY2014.

e Of the 121 projected implanted pump patients in Year 1, approximately
108 will be treated for diagnoses related to chronic pain, 11 for Cerebral
Palsy and 2 for Multiple Sclerosis.
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o The applicant estimates that approximately 2.2 million Tennesseans have
chronic pain, 21,530 have Cerebral Palsy, and 7,169 have multiple
sclerosis.

e A statewide profile by clinical classification by county is shown in the
table on pages 28-31 of Supplemental 2.

Project Cost
Major costs of the $13,038 total estimated project cost shown on page 32 of the

application are as follows:
e Office Lease- $8,738 or 67% of total cost
¢ Office supplies and pump programmer $1,300
¢ Filing fee $3,000

Applicant’s Historical and Projected Data Chart

As noted, Implanted Pump Management LLC is a relatively new organization
that has no financial record of operations involving the proposed home health
services limited to infusion pump patients.

The projected financial performance of the project appears to be favorable as
proceeds from operating revenues cover operational costs. Highlights from the
Projected Data Chart on page 35 of the revised application are as follows:

o Projected gross operating revenue increases from $288,000 on
approximately 1,440 total implanted pump patient visits to $576,000 on
2,880 visits in Year 2.

¢ The average gross charge is unchanged at $200 per visit in Year 1 and Year
2.

e Salaries include $125,000 for a full time Director of Nurses and a staff RN
in Year 1 increasing to $180,000 in Year 2, subject to expected increases in
patient census.

e Net operating income is favorable at $134,962 in Year 1 and $369,562 in
Year 2.

e Projected NOI calculates to approximately 46.9% of gross operating
revenue in Year 1.

¢ Deductions from operating revenue for bad debt and charity are $500 and
$1,000, respectively, in Year 1.

Charges
In Year One of the proposed project, the average charge per visit is as follows:

e The proposed average gross charge is $200 per intrathecal pump patient
visit in the first two years of the project.
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 The average deduction for bad debt and charity averages approximately
$1.00 per patient visit.

* As noted, the applicant expects a reimbursement range of $150-$250 by
most major commercial payors with a home nursing benefit. The applicant
states that Medicare does not cover in-home nursing visits for intrathecal
pump patients.

Medicare/TennCare Payor Mix
The applicant will not seek Medicare and Medicaid certification for the proposed
home health agency limited to implanted infusion pump nursing services.
 Even if the applicant wanted to apply for Medicare/TennCare, it may not
be eligible since the proposed limited scope of service would not be
providing the full range of home health services prescribed by the
Medicare Conditions of Participation.

* As noted, the contracted pharmacies participating in the project will be
responsible for billing their fees related to dispensing implanted pump
medications.

e The applicant’s projected payor mix is 99% commercial insurance and 1%
Self-Pay in Year 1.

Financing
The start-up costs for the project will be funded from cash reserves and appear

minimal consisting primarily of a security deposit for leased office lease, supplies
and the CON filing fee.

Review of IPM’s unaudited financial statements and recent checking account
statement confirmed the availability of approximately $132,514 in
checking/savings as of June 1, 2014 to fund the $13,038 proposed project. Per the
Balance Sheet, IPM reported total current assets of $132,514 and total current
liabilities of $102,488 resulting in a current ratio of 1.27 to 1.0.

Note to Agency members: Current Ratio is a measure of liquidity and is the ratio
of current assets to current liabilities which measures the ability of an entity to
cover its current liabilities with its existing current assets. A ratio of 1:1 would
be required to have the minimum amount of assets needed to cover current
liabilities.

Staffing
The applicant plans to use a 40 to 1 patient to nurse staffing ratio for the

proposed agency with each nurse responsible for a geographic area within a 180
mile radius of his/her home of residence. IPM expects to hire approximately 2
full time equivalent (FTE) licensed nurses in Year 1. In addition, the applicant is
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prepared to hire a third RN subject to increases in patient census. The home
health agency’s administrator will also have an assigned patient caseload.

Licensure/Accreditation
If approved, the applicant’s proposed home health agency will be licensed by the
Tennessee Department of Health.

e The applicant provided information regarding the licensing and
accreditation of its existing or pending home health agencies in other sites.

o A copy of IPM’s provisional Joint Commission Accreditation award for
Home Care effective July 19, 2014 was provided with Supplemental 3.

o The applicant documented that the compounding pharmacies it expects to
use to support the project are accredited. A copy of the Pharmacy
Compounding Accreditation Board (PCAB) manual was provided with
Supplemental 3 to document the standards related to this type of
accreditation.

¢ Asnoted, the applicant also provided responses to questions and concerns
addressed by TDH staff during its 60-day review period. These are shown
in the TDH summary with attachments.

Corporate documentation, copies of the office lease, copies of related clinical literature,
copies of the major ICD-9 and CPT codes that apply to implanted intrathecal pump
patients, copies of policies and procedures, including Quality Assurance and Nurse
Training Manual, and a copy of Humana Health Insurance provider manual are on file
at the Agency office and will be available at the Agency meeting.

Should the Agency vote to approve this project, the CON would expire in two
years.

Note to Agency members: Should the Agency choose to approve this application,
Staff recommends the Agency limit any future expansion of services by requiring
a new application to expand services beyond implanted intrathecal pump
infusion services rather than a modification request through the General
Counsel’s Report. This could be accomplished with the following condition:

Home Health Agency services are limited to specialized skilled nursing services
under physician ordered plans of care for patients with surgically implanted
intrathecal pumps. The expansion of services beyond the home implanted pump
infusion services described in the application will require the filing of a new
certificate of need application.
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CERTIFICATE OF NEED INFORMATION FOR THE APPLICANT

There are no other Letters of Intent, denied or pending applications, or
outstanding Certificates of Need for this applicant.

CERTIFICATE OF NEED INFORMATION FOR OTHER SERVICE AREA
FACILITIES:

There are no other Letters of Intent for other health care organizations in the
service area proposing this type of service.

Pending Applications

Pentec Health, Inc., CN1411-046, has a pending application that will be heard
under simultaneous review with CN1407-027 at the HSDA meeting on March 25,
2015 for the establishment of a home health agency to provide intrathecal pump
services to patients across 92 counties of Tennessee. The estimated project cost is
$142,028.00.

The Home Option by Harden Healthcare, CN1501-001, has a pending
application that will be heard under CONSENT CALENDAR REVIEW at the
March 25, 2015 Agency meeting for the initiation of home health services in
Blount, Campbell, Claiborne, Grainger, Monroe, Morgan, Roane and Scott
Counties focusing on home health services to eligible individuals covered under
the Energy Employees Occupational Illness Compensation Program Act
(EEOICPA), United States Department of Labor. If approved, the applicant’s
sister agency, Gentiva Certified Healthcare Corporation, will de-license the same
8 counties. The Home Health Option by Harden is located at 800 Oak Ridge
Turnpike, Suite A208, Oak Ridge (Anderson County), TN 37830 and is currently
licensed in Anderson, Jefferson, Knox, Loudon, Sevier and Union Counties. The
estimated project cost is $38,000.00.

Denied Applications:

Home Care Agency of Middle Tennessee, CN1001-001D, was denied at the June
23, 2010 Agency meeting for the establishment of a home care organization
focusing on a full range of home health services and skilled nursing psychiatric
services for the elderly population in a four (4) county service area including
Davidson, Rutherford, Sumner, and Williamson Counties from a pafent office
located at 5115 Maryland Way, Brentwood, (Williamson County), Tennessee.
The estimated project cost was $69,000.00. Reasons for Denial: There is not a need as
there are other agencies in the proposed service area that are providing home health
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services, including services to the mentally ill, and it is not economically feasible to have
another agency. The project will not contribute to the orderly development of adequate
and effective health care.

Rainbow Home Health, CN1111-045D, was denied at the February 22, 2012
Agency meeting for the establishment of a home care organization and the
initiation of a full range of home health services, including skilled nursing,
physical/occupational/speech therapies, and medical social services for
individuals residing in Cheatham County from a home office located at 112 Frey
Street in Ashland City (Cheatham County), Tennessee 37015. The estimated cost
was $262,600.00. Reasons for Denial: the prevailing reason for the vote leading to the
denial of the project (4 ayes, 6 nays, 0 ties) was based on concerns with nature and scope
of information provided by the applicant that did not support the need for the project, the
economic feasibility or the orderly development of the project.

Rainbow Home Health, CN1203-013D, was denied at the June 27, 2012 Agency
meeting for the establishment of a home care organization and the initiation of a
full range of home health services from a home office located at 112 Frey Street,
Ashland City (Cheatham County), Tennessee. The estimated project cost was
$27,950.00. Reasons for Denial: the application was denied by unanimous vote based on
the following: there was no need due to services being adequately provided by existing
licensed agencies in the service area; the project was not economically feasible due to the
numbers not being justified or showing how the applicant could feasibly provide the
service; and the project did not contribute to orderly development as it will impact the
utilization and staffing of existing agencies in the service area.

Critical Nurse Staffing, CN1210-049D, was denied at the January 23, 2013
Agency meeting for the establishment of a home care organization located at 575
Oak Ridge Turnpike, Oak Ridge (Anderson County), Tennessee focusing on
individuals eligible for benefits under either the Energy Employees Occupational
Illness Compensation Program Act or the Federal Black Lung program that
reside in Anderson, Campbell, Knox, Loudon, Monroe, Morgan, Roane, and
Union Counties. The estimated project cost was $155,937.00. Reasons for Denial:
There was no real need - care was being adequately provided by other agencies in the
proposed service area and adequate evidence did not support or prove that there was a
need for the proposed agency.

Love Ones, CN1309-033D was denied at the February 26, 2014 Agency meeting
for the establishment of a home health agency and initiation of home health
services in Shelby, Fayette, and Tipton Counties. The parent office was to be
located at 2502 Mount Moriah, Suite A-148, Memphis (Shelby County), TN 38116.
The estimated project cost was $177,800.00. Reasons for Denial: The need for the

IMPLANTED PUMP MANGEMENT, LLC
CN1407-027
MARCH 25, 2014
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proposed agency was not supported in this particular area as there are existing providers
that have testified that they can accommodate a greater need than the actual patient
census that they have proposed in the first two years of their business plan; Economic
Feasibility - the project is not financially feasible considering the small number of
patients, and they have underestimated the costs of what it is going to take to run a
Medicare-certified agency.

Outstanding Certificates of Need:

Coram Alternate Site Services, Inc. d/b/a Coram Specialty Infusion Services
CN1406-018A has a Certificate of Need that will expire on November 1, 2016.
The project was approved at the September 24, 2014 Agency meeting for the
establishment of a home care organization and the initiation of home health
services limited to the provision and administration of home infusion products
and related ancillary services ancillary to its pharmacy services in a 25 county
service area of West Tennessee, including the following counties: Benton, Carroll,
Chester, Crockett, Decatur, Dyer, Fayette, Gibson, Hardeman, Hardin, Haywood,
Henderson, Henry, Houston, Lake, Lauderdale, McNairy, Madison, Obion,
Perry, Shelby, Stewart, Tipton, Wayne and Weakley Counties. The parent office
will be located in its licensed home infusion pharmacy at 1680 Century Center
Parkway, Suite 12, Memphis, Tennessee, 38134. The estimated project cost is
$98,000.00. Project Status Update: per a 2/23/15 e-mail from legal counsel for Coram,
the licensure application has been submitted to the Tennessee Department of Health. The
initial licensing inspection for the parent office in Memphis, TN has been scheduled for
March 13, 2015. An Annual Project Report is due on or before July 1, 2015.

Coram Alternative Site Services, Inc. d/b/a Coram Specialty Infusion Services,
CN1406-017A, has a Certificate of Need that will expire on November 1, 2016.
The project was approved at the September 24, 2014 Agency meeting for the
establishment of a home care organization to provide the following specialized
home health services related to home infusion: administer home infusion
products and related infusion nursing services, by way of example and not
limitation, line maintenance, infusion equipment repair and replacement, and
dressing changes on central lines and external access ports. The proposed service
area includes the following Tennessee counties: Anderson, Blount, Bradley,
Campbell, Carter, Claiborne, Cocke, Fentress, Grainger, Greene, Hamblen,
Hancock, Hawkins, Jefferson, Johnson, Knox, Loudon, McMinn, Meigs, Monroe,
Morgan, Pickett, Polk, Roane, Scott, Sevier, Sullivan, Unicoi, Union, and
Washington Counties, from its licensed home infusion pharmacy which will be
located at 10932 Murdock Drive, Suite 101A, Knoxville (Knox County), TN
37932. The estimated project cost is $95,200.00. Project Status Update: per a 2/23/15
e-mail from legal counsel for Coram, the licensure application has been submitted to the

IMPLANTED PUMP MANGEMENT, LLC
CN1407-027
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Tennessee Department of Health. Notice of the inspection date is pending. An Annual
Project Report is due on or before July 1, 2015.

Maxim Healthcare Services, CN1406-015A, has an outstanding Certificate of
Need that will expire on October 1, 2016. The project was approved at the
August 27, 2014 Agency meeting for the initiation of home health care services in
a 5 county service area including Carter, Johnson, Sullivan, Unicoi, and
Washington Counties focusing primarily on private duty hourly care to
TennCare medically complex pediatric patients. Maxim Healthcare Services
seeks an unrestricted home health agency license and will obtain Medicare
certification to meet TennCare provider enrollment requirements. The estimated
project cost is $463,825.00. Project Status Update: per 2/27/15 e-mail from legal
counsel for Maxim Health Care Services, the project was appealed but it appears that the
parties have reached a settlement and the appeal may be dismissed in the near future.
Confirmation of same will follow as soon as possible.

Hemophilia Preferred Care of Memphis, CN1202-002, has an outstanding
certificate of need that will expire on August 1, 2015. The CON was approved at
the June 27, 2012 agency meeting for the establishment of a home health agency
and the initiation of home health services limited to patients suffering from
hemophilia or similar blood disorders who are patients of the pharmacy
operated by Hemophilia Preferred Care of Memphis. The estimated project cost
is $43,000. Project Status: The applicant requested and received approval at the June 25,
2014 Agency meeting for a one year extension from August 1, 2014 to August 1, 2015.

PLEASE REFER TO THE REPORT BY THE DEPARTMENT OF HEALTH,
DIVISION OF HEALTH STATISTICS, FOR A DETAILED ANALYSIS OF
THE STATUTORY CRITERIA OF NEED, ECONOMIC FEASIBILITY, AND
CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTH CARE
IN THE AREA FOR THIS PROJECT. THAT REPORT IS ATTACHED TO
THIS SUMMARY IMMEDIATELY FOLLOWING THE COLOR DIVIDER
PAGE.

PJG
03/10/2015

IMPLANTED PUMP MANGEMENT, LLC
CN1407-027
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STATE OF TENNESSEE,
DEPARTMENT OF HEALTH
JOHN J, DREYZEHNER, MD, MPH
COMMISSIONER BI%%\%/&S%?M
November 24, 2014

Ms. Melanie Hill, Executive Director
Health Services and Development Agency
Andrew Jackson Building

Deaderick Strect

Nashville, TN 37243

HAND-DELIVERED

Re: Certificate of Need Application No. CN1407-027 filed by Implanted Pump
Management LL.C

Dear Director Hill:

The Tennessee Department of Health (TDH) has been reviewing the above-referenced
application for a Certificate of Need (CON) that is set to be heard on December 17, 2014,
TDH has devoted a great deal of time to its review but finds that issues that have arisen
regarding TDH’s regulatory responsibilities require more effort, and thus more time,
before its report to the Health Services and Development Agency can be finalized. In
order to provide sufficient time for TDH to complete its work, TDH requests that the
HSDA defer hearing this CON application for 90 days, as is permitted by statute.

THD also requests that any other CON applications for similar services received by
HSDA also be so deferred.

Sincerely,

“1 29

John J. Dreyzehner, MD, MPH, PACOEM
Comrmissioner

JID/JOAls

5" Floor, Andrew Johnson Tower
710 James Robertson Parkway * Nashville, TN 37243

(615) 741-3111 * www.tn.gov/health
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LETTER OF INTENT
TENNESSEE HEALTH SERVICES AND DEVELOPMENT AGENCY

The Publication of Intent is to be published in the |T€NNesseean which is a newspaper
(Name of Newspaper)
of general circulation in [[See attachment] , Tennessee, on or before IJuly 2nd , 2414
(Counly) (Month / day) (Year)
for one day.

This is to provide official notice to the Health Services and Development Agency and all interested parties, in
accordance with T.C.A. § 68-11-1601 et seq., and the Rules of the Health Services and Development Agency,

[Implanted Pump Management ILLC

(Name of Applicant) (Facility Type-Existing)

owned by:|Roy Putrino with an ownership type of |Single Member LLC |
and to be managed by:|Roy Putrino intends to file an application for a Certificate of Need

for [PROJECT DESCRIPTION BEGINS HERE]:

The eslablishment of a homa cate organization and the initiation of home health services limited to intrathecal pump services, The estimated project cost is $8,100, The agency will ubilize ons ofiics, located at

200 Prosperity Place #102. Knoxvilla, TN 37023, to service the enlire state. Services will be provided within all 95 Tennessee counties listed as follows: Apderson, Bedfard, Benton, Bisdsoe, Blount, Bradley, 5
Campbell, Cannon, Cayroll, Carter, Cheatham, Chester, Clalbome, Clay, Cocke, Coffes, Crockett, Cumberfand, Davidson, Decatur, Dekalb, Dickson, Dyer, Fayette, Fentress, Frankiin, Gibson, Giles,

Grainger, Greens, Grundy, Hamblen, Hamiiton, Hancock, Hardeman, Hardin, Hawkins, Haywood, Her , Henry, fouston, Humphreys, Jackson, Jefferson, Johnson, Knox, Lake, Lauderdals,

Lawrence, Lewis, Lincaln, Loudon, McMinn, McNairy, Macon, Madison, Marion, Marshall, Maury, Meigs, Manros, Munrgumnry,'Moure‘ Margan, Oblon, Overtan, Pemy, Pickett, Polk, Pulnam, Rhea, Roane,
Robertson, Rutherford, Scoll, Sequatchie, Sevier, Shelby, Smith, Stewart, Sullivan, Sumner, Tipton, Trousdals, Unicol, Union, Van Buren, Warren, Washington, Wayne, Weaklay, White, Willlamson, Wilson.

ici - ication is: [July 7th o014
The contact person for this project is|Melissa Hess Director of Nursing
(Contact Name) (Title)
who may be reached at: |Implanted Pump Management | |200 Prosperity Place #102
(Company Name) (Address)
Knoxville TN 37923 I (201) 475-9635
(City) (State) (Zip Code) {Area Code / Phone Number)
l [ 7011 | info@ipmservices.org
/ (Signature) (Date) (E-mall Address)

The Letter of Intent must be filed in triplicate and received between the first and the tenth day of the month. If the
last day for filing is a Saturday, Sunday or State Holiday, filing must occur on the preceding business day. File
this form at the following address:

Health Services and Development Agency
The Frost Building, Third Floor
161 Rosa L. Parks Boulevard
Nashville, Tennessee 37243

el ol T Tl A e TRl ol S Tl ol M T ™l o S BT ol S T TRl ™ i L W "™l ol E W™l ol B B Ml <

The published Letter of Intent must contain the following statement pursuant to T.C.A. § 68-11-1607(c)(1). (A) Any health
care institution wishing to oppose a Certificate of Need application must file a written notice with the Health Services and
Development Agency no later than fifteen (15) days before the regularly scheduled Health Services and Development
Agency meeting at which the application is originally scheduled; and (B) Any other person wishing to oppose the
application must file written objection with the Health Services and Development Agency at or prior to the consideration of

HF51 (Revised 01/09/2013 — all forms prior to this date are obsolete)
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1. Name of Facility, Agency, or Institution n

Implanted Pump Management LLC

Name

200 Prosperity Place #102 | Knox I
Street or Route County
[Knoxville ’ |TN l [37923 ]
City State Zip Code

2.  Contact Person Available for Responses to Questions

|Director of Nursing
Title

| linfo@IPMservices.org |
Email address

Melissa Hess I
Name

[Implanted Pump Management
Company Name

|200 Prosperity Place #102 |  [Knoxville | N ] [37923 ]
Street or Route City State Zip Code
|Employee I ]201 -475-9635 | [201 -475-9630 |
Association with Owner Phone Number Fax Number

3.  Owner of the Facility, Agency or Institution

[Roy Putrino | [201-475-9635 |
Name Phone Number

{1401 Valley Road [ [Passaic |
Street or Route County

[Wayne | (NJ | 107470 |
City State Zip Code

4.  Type of Ownership of Control (Check One)

Sole Proprietorship
Partnership

Limited Partnership
Corporation (For Profit)
Corporation (Not-for-Profit)

moow>»

—I® m

Government (State of TN or

Political Subdivision)

Joint Venture

Limited Liability Company

Other (Specify)
[

PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND

REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.
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5. Name of Management/Operating Entity (If Applicable)
I ]
Name
L | I |
Street or Route County
l | | | |
City State Zip Code
PUT ALL ATTACHMENTS AT THE END OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.
6. Legal Interest in the Site of the Institution (Check One)
A. Ownership [—1 D. Optionto Lease [ ]
B. Option to Purchase [—1 E. Other (Specify)|Rent |
C. Leaseof Years —1
PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.
7. Type of Institution (Check as appropriate--more than one response may apply)
A. Hospital (Specify)| | ] 1. Nursing Home 1
B. Ambulatory Surgical Treatment J. Outpatient Diagnostic Center [__|
* Center (ASTC), Multi-Specialty [ 1 K. Recuperation Center i |
C. ASTC, Single Specialty [ 1 L. Rehabilitation Facility | | —
D. Home Health Agency M. Residential Hospice —1
E. Hospice 1 N. Non-Residential Methadone
F.  Mental Health Hospital 1 Facility —
G. Mental Health Residential O. Birthing Center I
Treatment Facility [——1 P. Other Outpatient Facility
H. Mental Retardation Institutional (Specify) | | . ]
Habilitation Facility (ICF/MR) 1 Q. Other(Specify) | | ]
8. Purpose of Review (Check) as appropriate--more than one response may apply)

A. New Institution G. Change in Bed Complement
B. Replacement/Existing Facility [ | [Please note the type of change
C. Maodification/Existing Facility —1 by underiining the appropriate
D. Initiation of Health Care response: Increase, Decrease,

Service as defined in TCA § Designation, Distribution,

68-11-1607(4) Conversion, Relocation] [

(Specify) | [/ H. Change of Location —1
E. Discontinuance of OB Services [__1 | Other (Specify) —1
F.  Acquisition of Equipment 1 | |

f(
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9.

Bed Complement Data Not Applicable
Please indicate current and proposed distribution and certification of facility beds.

ANO

—

OCZErXxX«c—-—IOMmMOUO®Z>»

Medical
Surgical
Long-Term Care Hospital
Obstetrical
ICU/CCU

' Neonatal
Pediatric
Adult Psychiatric
Geriatric Psychiatric
Child/Adolescent Psychiatric
Rehabilitation

Nursing Facility (non-Medicaid Certified)
Nursing Facility Level 1 (Medicaid only)
Nursing Facility Level 2 (Medicare only)

Nursing Facility Level 2
(dually certified Medicaid/Medicare)

ICF/MR

Adult Chemical Dependency

Child and Adolescent Chemical
Dependency

Swing Beds

Mental Health Residential Treatment
Residential Hospice

TOTAL

TOTAL
Current Beds Staffed Beds Beds at
Licensed *CON Beds Proposed Completion

1

|
]

LI L L

— [
I

— e

] ]
| |
| |

]
|

) ) L) L

L] L |

-

sisinininicinicininininl

e T B S R S Rl e S .

ST RTaT e R p———

—

!

P

L

L

sielininls

*CON-Beds approved but not yet in service

10.

Medicare Provider Number  [Not Applicable |

Certification Type |

1.

Medicaid Provider Number  [NotApplicable ]

Certification Type |

]

12.

If this is a new facility, will certification be sought for Medicare and/or Medicaid?

13.

Identify all TennCare Managed Care Organizations/Behavioral Health Organizations
(MCOs/BHOs) operating in the proposed service area. Will this project involve the

treatment of TennCare participants?

No ] If the response to this item is yes, please

identify all MCOs/BHOs with which t

he applicant has contracted or plans to contract.

Discuss any out-of-network relationships in place with MCOs/BHOs in the area.

8
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Section B is intended to give the applicant an epportunity to deseribe the projeet and
to discuss the need that the applicant sees for the project. Section C addresses how
the project relates to the Certificate of Need criteria of Need, Economic Feasibility,
and the Contribution to the Orderly Development of Health Care. Discussions on
how the application relates to the criteria should not take place in this section

unless otherwise specified.

SECTION B: PROJECT DESCRIPTION

Please answer all questions on 8 1/2” x 11" white paper, clearly typed and spaced, identified
correctly and in the correct sequence. In answering, please type the question and the response.
All exhibits and tables must be attached to the end of the application in correct sequence
identifying the questions(s) to which they refer. If a particular question does not apply to your
project, indicate “Not Applicable (NA)” after that question.

Provide a brief executive summary of the project not to exceed two pages. Topics to be
included in the executive summary are a brief description of proposed services and
equipment, ownership structure, service area, need, existing resources, project cost,
funding, financial feasibility and staffing.

Provide a detailed narrative of the project by addressing the following items as they relate to
the proposal.

A.

Describe the construction, modification and/or renovation of the facility (exclusive of
major medical equipment covered by T.C.A. § 68-11-1601 et seq.) including square
footage, major operational areas, room configuration, etc. Applicants with hospital
projects (construction cost in excess of $5 million) and other facility projects
(construction cost in excess of $2 million) should complete the Square Footage and
Cost per Square Footage Chart. Ultilizing the attached Chart, applicants with hospital
projects should complete Parts A.-E. by identifying as applicable nursing units,
ancillary areas, and support areas affected by this project. Provide the location of the
unit/service within the existing facility along with current square footage, where, if any,
the unit/service will relocate temporarily during construction and renovation, and then
the location of the unit/service with proposed square footage. The total cost per
square foot should provide a breakout between new construction and renovation cost
per square foot. Other facility projects need only complete Parts B.-E. Please also
discuss and justify the cost per square foot for this project.

If the project involves none of the above, describe the development of the proposal.

Identify the number and type of beds increased, decreased, converted, relocated,
designated, and/or redistributed by this application. Describe the reasons for change
in bed allocations and describe the impact the bed change will have on the existing

services.



IMPLANTED PUMP MANAGEMEN%? LLC.

Specializing in The Management of Pain and Spasticity
Implanted Pump Therapies

SECTION B: PROJECT DESCRIPTION

l. Please provide a brief summary of the project not to exceed two pages. Topics to be discussed in
the executive summary are a brief description of proposed services and equipment, ownership
structure, service area, need, existing resources, project cost, funding, financial feasibility and staffing.

Implanted Pump Management (IPM) proposes to introduce an intrathecal home infusion program that
services Tennessee patients with implanted pumps. The proposed services would be provided to
patients in their home and in third party facilities. IPM specializes in only one type of home infusion
therapy — intrathecal home infusion management. This specific type of home infusion is a very intricate,
high-tech therapy that requires extensive knowledge, understanding, equipment, and resources to
provide effectively and safely to the patient population in need. The service includes refills, titrations,
24-hour on call services, and an advanced information technology program that simulates telemedicine
for participating providers. Only individuals with an implanted programmable intrathecal pump will be
able to benefit from the proposed service.

Implanted Pump Management (IPM) is a New Jersey LLC formed in 2012, registered to do business in
Tennessee since October of 2013. The proposed service area requested is broad, based solely on the
nature of the proposed therapy. Two registered nurses with a sole focus in intrathecal pump
management will be utilized to implement physician orders in terms of managing the intrathecal pump.
Based on our specialization with a niche population, consisting of many patients whom are homebound,
our nurses will potentially be responsible for a vast service area that encompasses the entire state of
Tennessee. We intend to utilize one full-time RN per 40 patients. The registered nurses will physically
travel to each individual’s home to implement the intrathecal management. The proposed structure
differs vastly from conventional Home Health structures in that the IPM RN will have a larger coverage
area but, most likely, a smaller patient caseload than that of a traditional home care nurse in Tennessee.
For example, the IPM RN may travel two hours to see their intrathecal patient, then travel two hours
back in one day. A traditional home care nurse will often times travel two hours total but, due to a
condensed geographical area, see four patients in that one day.

According to data provided by Medtronic, a leading pump manufacturer, 300 residing individuals
currently have intrathecal pumps in the state of Tennessee. Based on this data as well as physician
requests for IPM to enter the state of Tennessee, IPM has decided to introduce this proposal. Although
the state of Tennessee currently has other companies that offer a wide range of infusion therapy
services, these companies oftentimes offer minimal services of intrathecal home management, and
none focus solely on intrathecal pump management. IPM feels that our sole focus on intrathecal pump
management allows us to offer patients higher outcomes in regards to safety, efficacy, therapy success,
and overall a higher quality of life.

The estimated project cost will not include any construction, modification and/or re-configuration of
existing properties. IPM will designate one RN as an agency director that will utilize a rented office to
serve as the location required for administrative purposes. The only activities performed in the IPM
office will be clerically-based, i.e. record keeping, housing of policies, and acting as a designated physical
address for a main computer utilized for electronic patient charting. The actual care provided will
always be performed in each individual patient’s home or in third party facilities.

(O
Tel: 201-475-9635 200 Prosperity Place #102, Knoxville, TN 37923  Fax: 201-475-9630



IMPLANTED PUMP MANAGEMENT LLC.

Specializing in The Management of Pain and Spasticity
Implanted Pump Therapies

The estimated staffing required for the state of Tennessee will be two full-time employees (FTEs) during
the first year of operation and three during the second. The full-time employees will be registered
nurses that hold valid Tennessee Board of Nursing Licenses and are rigorously trained in all aspects of
intrathecal pump management. The financial requirements for IPM to maintain the proposed services
will include salaries and minor office supplies. The estimated cost of the first year of operation is
$134,962. Due to the structure proposed by IPM for staffing and implementation strategy, the low cost
expenditure per year will offset the higher costs of healthcare as a whole, based on the fact that the
clinical staff is mobile and all corporate costs and functions will remain at a separate location.

The type of services provided by the proposed HHA would be skilled nursing services and infusion
services. IPM plans to adhere to and practice all TN statutes dictated for the proper administration of a
Home Health Agency. Each individual will be admitted based on need, financial viability, and clinical
appropriateness. IPM will perform a full nursing assessment upon every patient contact, full intrathecal
pump evaluation, and implement any MD orders involving the intrathecal pump management. Not only
will IPM implement MD orders in regards to the intrathecal pump, but IPM will also utilize the existing
HHAs in the state to refer individuals for additional services not in IPM’s scope of practice.

IPM intends to establish working relationships with the local HHAs to determine their individual scope of
practice to determine the best pathway for each individual. IPM will refer the individual to the
appropriate licensed HHA that best fits that individual’'s medical needs.

The MD responsibilities will not change for the individual patient with the introduction of the proposed
service. The addition to IPM will only relieve some of the burden of the intrathecal pump management
for the MD. The MD will still be responsible for seeing the patient in his/her office as needed. The MD
will still be required to actively participate in the writing of orders and be available for IPM if concerns or
abnormal findings are present. The proposed service will:

1. Decrease MD workload and staff requirements for office staff

2. Eliminate the procurement of intrathecal medications for refills

3. Eliminate liability for inaccurate pump refills or programming

4, Eliminate tracking of alarm dates for patients by the MD

5. Reduce overall workload of MD office in regards to the intrathecal pump patients
The HHA or IPM will be responsible for:

1. Full nursing assessments and the required reporting of any abnormal findings
Monitoring and tracking all alarm dates
Coordination of services for patients
Contracting with Infusion pharmacies for intrathecal medications
All aspects of billing
Maintaining all required polices and procedure for HHA licensure in the state of TN
Education and training for patients and staff
8. Maintaining all administrative functions for the HHA licensure

The proposed model from IPM will increase physician expertise and awareness of the patient by offering
the MD an insight of the individual’s home environment, dynamics, and available support systems. This
model closely mimics many principles of tele-medicine. Instead of the MD only seeing the patient for
refills and focusing on that task, the MD will not get documentation complete with pictures of the whole

patient.

NowUswN

I
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IMPLANTED PUMP MANAGEMENT LLC.

Specializing in The Management of Pain and Spasticity
Implanted Pump Therapies

ll. Provide a detailed narrative of the project by addressing the following items as they relate to the
proposal.

A. Describe the construction, modification and/or renovation of the facility (exclusive of major
medical equipment covered by T.C.A. § 68-11-1601 et seq.) including square footage, major
operational areas, room configuration, etc. Applicants with hospital projects (construction cost in
excess of $5 million) and other facility projects (construction cost in excess of $2 million) should
complete the Square Footage and Cost per Square Footage Chart. Utilizing the attached Chart,
applicants with hospital projects should complete Parts A. -E. by identifying as applicable nursing
units, ancillary areas, and support areas affected by this project. Provide the location of the
unit/service within the existing facility along with current square footage, where, if any, the
unit/service will relocate temporarily during construction and renovation, and then the location of the
unit/service with proposed square footage. The total cost per square foot should provide a breakout
between new construction and renovation cost per square foot. Other facility projects need only
complete Parts B. -E. Please also discuss and justify the cost per square foot for this project.

If the project involves none of the above, describe the development of the proposal.

The development of the proposed services will be able to be initiated within thirty days once post-
licensure and certificate of need requirements have been met.

B. ldentify the number and type of beds increased, decreased, converted, relocated, designated,
and/or redistributed by this application. Describe the reasons for change in bed allocations and
describe the impact the bed change will have on the existing services.

Not Applicable (NA)

C. As the applicant, describe your need to provide the following health care services (if applicable to
this application):

8. Home Health Services

The need to provide home health services in the state of Tennessee in regards to intrathecal home
infusion management is great. Based on the variety of diagnoses that the proposed individuals to be
serviced have—ranging from Multiple Sclerosis, cerebral palsy, traumatic brain injuries, and reflex
sympathetic dystrophy to chronic pain—they are oftentimes homebound due to debilitation and benefit
greatly from homecare. In the traditional model, the intrathecal management occurs in the medical
doctor’s office. For many individuals, this scenario presents many challenges in regards to travel,
expenses, ability to drive, and oftentimes absence of caregiver support. The home management model
allows for more effective care to be delivered in a timelier manner. Any physician orders can be
implemented in 48 business hours. In the traditional MD office, implementation of orders may take up
to two weeks based on appointment availability. The specific type of home management model we
propose is absent in most of Tennessee while there are numerous individuals that could benefit from a
proactive, quality intrathecal home management company.

D. Describe the need to change location or replace an existing facility.

\ 2.
Tel: 201-475-9635 200 Prosperity Place #102, Knoxville, TN 37923  Fax: 201-475-9630



IMPLANTED PUMP MANAGEMEN371, LLC.

Specializing in The Management of Pain and Spasticity
Implanted Pump Therapies

Not Applicable (NA)

E. Describe the acquisition of any item of major medical equipment (as defined by the Agency Rules
and the Statute) which exceeds a cost of $1.5 million; and/or is a magnetic resonance imaging (MRI)
scanner, positron emission tomography (PET) scanner, extracorporeal lithotripter and/or linear

accelerator by responding to the following:

Not Applicable (NA)

Ill. (A) Attach a copy of the plot plan of the site on an 8 %” x 11” sheet of white paper which must

include:

1. Size of site {in acres); °

2. Location of structure on the site; and

3. Location of the proposed construction.

4. Names of streets, roads or highway that cross or border the site.

Please note that the drawings do not need to be drawn to scale. Plot plans are required for all

projects.

The proposed model will allow for all patient skilled care to be provided in each individual patients
home. Only a small office space will be utilized for the physical location necessary to contain required
personnel, and patient records. Please see Plot Plan (Attachment B.3.a.).

(B) Describe the relationship of the site to public transportation routes, if any, and to any highway or
major road developments in the area. Describe the accessibility of the proposed site to
patients/clients.

The executive suite building in which our office is located is easily accessible to the public and is close to
Routes 40 and 75. It is in proximity to other businesses. These facts are not, however, applicable to our

services rendered.

IV. Attach a floor plan drawing for the facility which includes legible labeling of patient care rooms
(nothing private or semi-private), ancillary areas, equipment areas, etc. on an 8 %” by 11” sheet of

white paper.

Please refer to the attached Floor Plans (Attachment B.5.).
V. For a Home Health Agency or Hospice, identify:

1. Existing service area by County;

Not Applicable (NA)

2. Proposed service area by County;

%
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IMPLANTED PUMP MANAGEMEI\FIZ, LLC.

Specializing in The Management of Pain and Spasticity
Implanted Pump Therapies

IPM intends to provide intrathecal home infusion services to all 95 counties within the state of
Tennessee, listed as follows: Anderson, Bedford, Benton, Bledsoe, Blount, Bradley, Campbell, Cannon,
Carroll, Carter, Cheatham, Chester, Claiborne, Clay, Cocke, Coffee, Crockett, Cumberland, Davidson,
Decatur, DeKalb, Dickson, Dyer, Fayette, Fentress, Franklin, Gibson, Giles, Grainger, Greene, Grundy,
Hamblen, Hamilton, Hancock, Hardeman, Hardin, Hawkins, Haywood, Henderson, Henry, Hickman,
Houston, Humphreys, Jackson, Jefferson, Johnson, Knox, Lake, Lauderdale, Lawrence, Lewis, Lincoln,
Loudon, McMinn, McNairy, Macon, Madison, Marion, Marshall, Maury, Meigs, Monroe, Montgomery,
Moore, Morgan, Obion, Overton, Perry, Pickett, Polk, Putnam, Rhea, Roane, Robertson, Rutherford,
Scott, Sequatchie, Sevier, Shelby, Smith, Stewart, Sullivan, Sumner, Tipton, Trousdale, Unicoi, Union, Van
Buren, Warren, Washington, Wayne, Weakley, White, Williamson, Wilson.

3. A parent or primary service provider;

Our office location at 200 Prosperity Place in Knoxville, TN is 8’ by 10’ (80 square feet total). This space
is comparable in cost to other similar office rentals in Knoxville. This space is large enough to
accommodate one nurse and all necessary office supplies, i.e. desk, computer, telephone, locked filing
cabinet, nursing supplies, etc. The office will never be occupied by more than one RN simultaneously.
Regarding 24-hour emergency and on call services, these will be provided by a single RN
DON/Administrator with over 9 years of experience in intrathecal therapy. (IPM may choose to contract
for call center services in order to provide emergency and on call care at a future date when it is within
our budget.) Contracted pharmacy services will be provided by staff at a remote location at 1401 Valley
Road in Wayne, NJ 07470.

4. Existing branches; and

Due to the nature of intrathecal infusion therapy whereby our RNs visit patients intermittently on
average over a long period of time to perform refills, we are able to offer comprehensive coverage of
our services across the entire state of Tennessee by employing two full-time employees to provide
skilled nursing services during our first year of operation. We project that the number of FTEs will
increase to three by year two. Our administrator, who will also be employed as one of the full-time RNs,
will utilize our home office. it will not be necessary for our other employed nurses to utilize branch
offices, nor will we have a need to utilize a branch office for any other function—pharmacy and call
center—as contracted professionals will provide these at remote locations.

5. Proposed branches.

The proposed service area is to include all counties of Tennessee. Due to the specific and detailed nature
of the proposed home care management service, IPM will be able to sufficiently and safely provide
quality intrathecal home care throughout the entire state of Tennessee without having to utilize branch
offices.

Absolutely no patients, caregivers, or physicians will ever be visiting the home office for conferences or
meetings as all necessary communication will take place either over the phone (directly with IPM
nursing staff or via contracted pharmacy call center) or within the comfort of a patient’s home or other
location as designated convenient for the patient. Regarding on-call and emergency services, these will
be rendered in the same fashion—the home office will be utilized solely for administrative purposes.

|4
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As the applicant, describe your need to provide the following health care services (if
applicable to this application):

Adult Psychiatric Services

Alcohol and Drug Treatment for Adolescents (exceeding 28 days)
Birthing Center

Burn Units

Cardiac Catheterization Services

Child and Adolescent Psychiatric Services
Extracorporeal Lithotripsy

Home Health Services

. Hospice Services

10. Residential Hospice

11. ICF/MR Services

12. Long-term Care Services

13. Magnetic Resonance Imaging (MRI)

14. Mental Health Residential Treatment

15. Neonatal Intensive Care Unit

16. Non-Residential Methadone Treatment Centers
17. Open Heart Surgery

18. Positron Emission Tomography

19. Radiation Therapy/Linear Accelerator

20. Rehabilitation Services

21. Swing Beds

Describe the need to change location or replace an existing facility.

Describe the acquisition of any item of major medical equipment (as defined by the
Agency Rules and the Statute) which exceeds a cost of $1.5 million; and/or is a
magnetic resonance imaging (MRI) scanner, positron emission tomography (PET)
scanner, extracorporeal lithotripter and/or linear accelerator by responding to the
following:

12 For fixed-site major medical equipment (not replacing existing equipment):

ONOOAWON =

[(e]

a. Describe the new equipment, including:
1.  Total cost ;(As defined by Agency Rule).
2. Expected useful life;
3.  List of clinical applications to be provided; and
4. Documentation of FDA approval.

b. Provide current and proposed schedules of operations.
2. For mobile major medical equipment:

a. List all sites that will be served;
b. Provide current and/or proposed schedule of operations;
c. Provide the lease or contract cost.
d. Provide the fair market value of the equipment; and
e. List the owner for the equipment.
3. Indicate applicant’s legal interest in equipment (i.e., purchase, lease, etc.) In

10



35
the case of equipment purchase include a quote and/or proposal from an
equipment vendor, or in the case of an equipment.lease provide a draft lease or.
contract that at least includes the term of the lease and the anticipated lease
payments.

lil. (A) Attach a copy of the plot plan of the site on an 8 1/2" x 11" sheet of white paper which must
include:

1. Size of site (in acres);

2. Location of structure on the site; and

3. Location of the proposed construction.

4. Names of streets, roads or highway that cross or border the site.

Please note that the drawings do not need to be drawn to scale. Plot plans are
required for all projects.

(B! 1. Describe the relationship of the site to public transportation routes, if any, and to any
highway or major road developments in the area. Describe the accessibility of the

proposed site to patients/clients.

Iv. Attach a floor plan drawing for the facility which includes legible labeling of patient care
rooms (noting private or semi-private), ancillary areas, equipment areas, etc. on an 8 1/2” x
11” sheet of white paper.

NOTE: DO NOT SUBMIT BLUEPRINTS. Simple line drawings should be submitted and
need not be drawn to scale.

V. For a Home Health Agency or Hospice, identify:
1. Existing service area by County;
Proposed service area by County;

A parent or primary service provider;
Existing branches; and

o oD

Proposed branches.

SECTION C: GENERAL CRITERIA FOR CERTIFICATE OF NEED

In accordance with Tennessee Code Annotated § 68-11-1609(b), “no Certificate of Need shall
be granted unless the action proposed in the application for such Certificate is necessary to
provide needed health care in the area to be served, can be economically accomplished and
maintained, and will contribute to the orderly development of health care.” The three (3) criteria
are further defined in Agency Rule 0720-4-.01. Further standards for guidance are provided in
the state heaith plan (Guidelines for Growth), developed pursuant to Tennessee Code Annotated

§68-11-1625.

The following questions are listed according to the three (3) criteria: (I) Need, (Il) Economic
Feasibility, and (lll) Contribution to the Orderly Development of Health Care. Please respond to
each question and provide underlying assumptions, data sources, and methodologies when
appropriate. Please type each question and its response on an 8 1/2” x 11” white paper. All
exhibits and tables must be attached to the end of the application in correct sequence identifying
the question(s) to which they refer. If a question does not apply to your project, indicate “Not
Applicable (NA).”

12
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QUESTIONS
NEED
1. Describe the relationship of this proposal toward the implementation of the State Health Plan

and Tennessee’s Health: Guidelines for Growth.

a. Please provide a response to each criterion and standard in Certificate of Need
Categories that are applicable to the proposed project. Do not provide responses to
General Criteria and Standards (pages 6-9) here.

b. Applications that include a Change of Site for a health care institution, provide a
response to General Criterion and Standards (4)(a-c)

Describe the relationship of this project to the applicant facility’s long-range development
plans, if any.

Identify the proposed service area and justify the reasonableness of that proposed area.
Submit a county level map including the State of Tennessee clearly marked to reflect the
service area. Please submit the map on 8 1/2” x 11” sheet of white paper marked only
with ink detectable by a standard photocopier (i.e., no highlighters, pencils, etc.).

A. Describe the demographics of the population to be served by this proposal.

B. Describe the special needs of the service area population, including health disparities,
the accessibility to consumers, particularly the elderly, women, racial and ethnic
minorities, and low-income groups. Document how the business plans of the facility will
take into consideration the special needs of the service area population.

Describe the existing or certified services, including approved but unimplemented CONSs, of
similar institutions in the service area. Include utilization and/or occupancy trends for each of
the most recent three years of data available for this type of project. Be certain to list each
institution and its utilization and/or occupancy individually. Inpatient bed projects must include
the following data: admissions or discharges, patient days, and occupancy. Other projects
should use the most appropriate measures, e.g., cases, procedures, visits, admissions, etc.

Provide applicable utilization and/or occupancy statistics for your institution for each of the
past three (3) years and the projected annual utilization for each of the two (2) years following
completion of the project. Additionally, provide the details regarding the methodology used to
project utilization. The methodology must include detailed calculations or documentation
from referral sources, and identification of all assumptions.

ECONOMIC FEASIBILITY

1.

Provide the cost of the project by completing the Project Costs Chart on the following page.
Justify the cost of the project.

e All projects should have a project cost of at least $3,000 on Line F. (Minimum CON
Filing Fee). CON filing fee should be calculated from Line D. (See Application
Instructions for Filing Fee)

18
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The cost of any lease (building, land, and/or equipment) should be based on fair
market value or the total amount of the lease payments over the initial term of the
lease, whichever is greater. Note: This applies to all equipment leases including
by procedure or “per click” arrangements. The methodology used to determine the
total lease cost for a "per click" arrangement must include, at a minimum, the
projected procedures, the "per click" rate and the term of the lease.

The cost for fixed and moveable equipment includes, but is not necessarily limited
to, maintenance agreements covering the expected useful life of the equipment;
federal, state, and local taxes and other government assessments; and installation
charges, excluding capital expenditures for physical plant renovation or in-wall
shielding, which should be included under construction costs or incorporated in a

facility lease.

For projects that include new construction, modification, and/or renovation;
documentation must be provided from a contractor and/or architect that support
the estimated construction costs.

19



IMPLANTED PUMP MANAGEMENSB, LLC.

Specializing in The Manaqemenr of Pain and Spasticity
- Implanted Pump Therapies

SECTION C: GENERAL CRITERIA FOR CERTIFICATE OF NEED

NEED

1. Describe the relationship of this proposal toward the implementation of the State Health Plan and
Tennessee’s Health: Guidelines for Growth.

The proposed service model will protect, promote and improve the health of Tennesseans over
time by creating a proactive option for intrathecal home care management. The models overall
goal is better outcomes, access to care and quality clinical management of the intrathecal
pump. This goal can only assist in improving the quality of life of the Tennesseans whom can
utilize this service.

